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11340-007-999 



PCT/EP02/04303 
Filed: 

April 18,2002 
Title: 

USE OF HIV-PROTEASE INHIBITORS 
TO BLOCK CELL MIGRATION AND/OR 
INVASION, TISSUE INFILTRATION 
AND OEDEMA FORMATION 



PETITION FOR REVIVAL OF AN INTERNATIONAL APPLICATION 
FOR PATENT DESIGNATING THE UNITED STATES 
ABANDONED UNINTENTIONALLY UNDER 37 C J.R. § L137(b) 

Attention: PCT Legal Staff 
Mail Stop PCT 
Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 



The above-identified intemational patent application became abandoned as to the 
United States because the fees and documents required by 35 U.S.C. § 371(c) were not filed 
prior to the expiration of the time set in 37 C.F.R. §§ L495(b) or (c) as applicable. The date 
of abandonment is October 19, 2003, which is the day after the date on which the 35 U.S.C. 
§ 371(c) requirements were due. See 37 C.F.R. § 1. 495(h). 

APPLICANT HEREBY PETITIONS FOR REVIVAL OF THIS APPLICATION. 
NOTE: A grantable petition requires the following items: 

(1) Petition fee; 

(2) Proper reply; 

(3) Terminal disclaimer with disclaimer fee which is required for all intemational 



applications having an intemational filing date before June 8, 1995; and 
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1. Petition fee 

[3 Small entity - fee $750.00 (37 C.F.R. § 1.17(m)). Applicant claims small 
entity status. See 37 C.F.R. § 1.27. 

□ Other than small entity - fee $1,500.00 (37 C.F.R. § L17(m)). 

2. Proper reply 

A. The proper reply (the missing 35 U.S.C. § 371(c) requirement(s)) in the form of 

(1) a Transmittal Letter to the United States Designated/Elected Office 
(DO/EO/US)(Form PTO-1390); 

(2) a declaration of the inventor; 

(3) a copy of WO 02/087583 A3; and 

(4) a Preliminary Amendment. 

I I has been filed previously on . 

^ is enclosed herewith. 

3. Terminal disclaimer with disclaimer fee 

13 Since Intemational Application No. PCT/EP02/04303 has an intemational 
filing date on or after June 8, 1995, no terminal disclaimer is required. 

I I A terminal disclaimer (and disclaimer fee (37 C.F.R, § L20(d)) of 

$ for a small entity or $ for other than a small entity) 

disclaiming the required period of time is enclosed herewith (see 
PTO/SB/63). 

4. Statement 

The above-identified intemational patent application. No. PCT/EP02/04303 
(hereinafter "the Intemational Application"), was filed on April 18, 2002 and claims priority 
to Italian Patent Application No. RM2001 A000210, filed April 18, 2001. Through 
inadvertent error constituting a mistake in fact, the U.S. national stage of the Intemational 
Application was not timely filed by thirty months from the claimed priority date, i.e., October 
18, 2003. Applicant submits that the entire delay in filing the required reply from the due 
date for the required reply until the filing of a grantable petition under 37 C.F.R. § 1.137(b) 
was unintentional based on a mistake in fact. The facts in support of this petition are 
provided below. 

Applicant submits herewith several pieces of correspondence between Instituto 
Superiore di Sanita (hereinafter "ISS") and the Italian law firm of Notarbartolo & Gervasi 
(hereinafter "N&G") and between or among ISS employees and consultants that evidence the 
intention of ISS to timely file a U.S. national stage of the Intemational Application. ISS is 
the Assignee of the entire right, title and interest in the Intemational Application by virtue of 
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Italian national law R.D. 29 giugno 1939, n.l 127, which was in existence at the time of filing 
Italian Patent Application No. RM2001A000210, to which the International Application 
claims priority. Specifically, Italian national law R.D. 29 giugno 1939, n.l 127 mandates that 
ownership of inventions made by an employee, i.e.. Dr. Ensoli, during employment by 
execution of an employment contract belongs to the employer, i.e., ISS. ISS is also the 
Assignee of the entire right, title and interest in the U.S. national stage of International 
Application by virtue of an assignment from the inventor Dr. Barbara Ensoli (a copy of the 
assignment is enclosed herewith as Exhibit 1). ISS had previously retained the service of 
N&G to handle the International Application. Specifically, the enclosed copies of 
correspondence between ISS and N&G consist of the following: 

(1) a letter dated September 16, 2003 from Dr. Martoccia (Director General of 
Administrative Services and Financial Affairs, which the ISS office that 
handles patent matter ("ISS Patent Office") is part thereof) to Dr. Ensoli (see 
Exhibit 2); 

(2) a letter dated September 17, 2003 from Dr. Ensoli to Dr. Martoccia (see 
Exhibit 3); 

(3) a letter dated September 24, 2003 from Dr. Martoccia to N&G (see Exhibit 4); 

(4) a letter dated September 30, 2003 from Dr. Ensoli to Dr. Martoccia (see 
Exhibit 5); 

(5) a letter dated October 14, 2003 from Dr. Martoccia to N&G, copying Dr. 
Ensoli (see Exhibit 6); 

(6) four e-mails dated between October 27, 2003 and November 6, 2003 between 
and among ISS and N&G personnel (see Exhibit 7); and 

(7) a letter dated October 31, 2003 from Dr. Ensoli to Dr. Martoccia (see Exhibit 
8). 

A certified English translation of each piece of correspondence is also included in the 
respective exhibits. In addition. Applicant submits concurrently herewith a Declaration by 
Dr. Giovan Battista Cozzone (hereinafter "Cozzone Declaration"), who holds the position of 
the Board Advisor for Intellectual Property & Technology at ISS and is responsible for 
coordinating with N&G the filing of the national stage applications of the Intemational 
Application (see Cozzone Declaration, ^1 and 2). Applicant submits that the exhibits and 
Cozzone Declaration together demonstrate that ISS intended to enter the U.S. national phase, 
but, through inadvertent error constituting a mistake in fact, did not file the documents to do 
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so by the due date. 

In a letter dated September 8, 2003 addressed to Dr. Martoccia, Ms. Primiceri (of 
N&G) enclosed a copy of the International Preliminary Examination Report ("IPER") issued 
on July 29, 2003 for the International Application and reminded Dr. Martoccia that the last 
date to enter the national phase in the countries of interest would expire on October 18, 2003 
and requested that instructions for national phase entry be provided to N&G by September 

15, 2003 (see Cozzone Declaration, ^3). 

As shown in the certified English translation in Exhibit 2, in a letter dated September 

16, 2003 addressed to Dr. Ensoli (the inventor). Dr. Martoccia enclosed a copy of Ms. 
Primiceri' s letter dated September 8, 2003 and stressed the urgency of providing instmctions 
in response to Ms. Primiceri' s letter. 

As shown in the certified English translation in Exhibit 3, in her reply letter dated 
September 17, 2003 addressed to Dr. Martoccia, Dr. Ensoli expressed interest in proceeding 
with the national phase in the countries of interest by the deadline of October 18, 2003. 
Exhibit 3 has been redacted to delete information not related to this Petition. 

In the meantime, in an e-mail dated September 15, 2003, Dr. Cozzone informed Ms. 
Rossetti that he planned to discuss the International Application with the inventor and others 
who are involved with the Intemational Application and would provide instructions to N&G 
on national phase entry before September 25, 2003 (see Cozzone Declaration, ^4). 

In order to facilitate a discussion with the inventor and others involved with the 
Intemational Application regarding in which countries to enter national phase. Dr. Cozzone 
telephoned the attorneys at N&G on September 19, 2003 and requested that cost estimates for 
filing national stage applications of the Intemational Application be provided to the ISS 
Patent Office (see Cozzone Declaration, ^5). 

On September 22, 2003, Dr. Cozzone received an e-mail from Ms. Rossetti (of N&G), 
copying Dr. Ensoli (the inventor), which enclosed a copy of a letter dated September 22, 
2003 from Ms. Gerli (of N&G) to Dr. Martoccia (see Cozzone Declaration, ^6). In her letter 
dated September 22, 2003, Ms. Gerli provided cost estimates for entering the national phase 
in countries including, inter alia, the United States, and requested that instructions to enter 
national phases be provided by September 25, 2003 (see Cozzone Declaration, ^6). 

On September 23, 2003, Dr. Cozzone, Dr. Ensoli, and others involved with the 
Intemational Application discussed the Intemational Application and agreed that ISS should 
proceed with the national stage applications (see Cozzone Declaration, ^7). 

As shown in the certified English translation in Exhibit 4, in her letter dated 
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September 24, 2003 addressed to N&G, Dr. Martoccia confirmed to N&G ISS' interest to 
proceed with the Intemational Application. Exhibit 4 has been redacted to delete information 
not related to this Petition. 

Also, as shown in the certified English translation in Exhibit 5, in her letter dated 
September 30, 2003 addressed to Dr. Martoccia, Dr. Ensoli again stressed her intention to 
proceed with the national phase of the hitemational Application by October 18, 2003. The 
letter included a table of countries, including the United States, for which a detailed cost 
estimate was to be prepared by N&G. 

Also, on September 30, 2003, Dr. Cozzone wrote an e-mail to Ms. Rossetti (of N&G), 
copying Dr. Ensoli, Ms. Primiceri (of N&G), and Dr. Martoccia, asking for a more detailed 
breakdown of the costs for filing the national stage applications of the Intemational 
Application (see Cozzone Declaration, ^8). 

In response, in an e-mail dated September 30, 2003, Ms. Gerli informed Dr. Cozzone 
that the detailed cost breakdown could not be provided before the October 18, 2003 deadline 
(see Cozzone Declaration, ^9). Nevertheless, Dr. Cozzone indicated in a reply e-mail dated 
October 1, 2003 that it was not indispensable to have the detailed cost breakdown by the 
October 18, 2003 deadline because that information was not necessary for ISS to determine 
whether to file national stage applications of the Intemational Application (see Cozzone 
Declaration, ^10). 

As shown in the certified English translation in Exhibit 6, pursuant to Dr. Ensoli' s 
request in a letter dated September 30, 2003 and in a letter dated October 14, 2003 addressed 
to N&G and copying Dr. Ensoli, Dr. Martoccia requested that N&G provide a detailed 
breakdown of the cost estimates for entering the national phases in an enclosed table of 
countries, including the United States. 

Dr. Cozzone then asked Dr. Ensoli (the inventor) to provide instmctions to the ISS 
Patent Office regarding in which countries the national phase of the Intemational Application 
was to be entered (see Cozzone Declaration, 111). 

As shown on pages 3-6 of the certified English translation in Exhibit 7, in an e-mail 
dated October 27, 2003 denoted with high priority and addressed to Ms. Gerli (of N&G) and 
copying Ms. Primiceri (of N&G) and Dr. Cozzone (see Cozzone Declaration, SI12), Ms. Paola 
Sergiampietri (Dr. Ensoli' s secretary), on behalf of Dr. Ensoli, confirmed her intention to 
proceed with the filing of national stage applications in connection with the Intemational 
Application and to provide cost estimates for entering the national phase in certain designated 
countries not already included in Ms. Gerli' s letter dated September 22, 2003 (identified as 
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"PATENT PF' under N&G reference number "2770PTWO/er") (see page 4, lines 6-8 of the 
certified English translation in Exhibit 7). 

In response to Dr. Ensoli's e-mail dated October 27, 2003, Ms. Gerli sent a reply e- 
mail dated October 30, 2003 (see pages 1-3 of the certified English translation in Exhibit 7) 
addressed to Dr. Ensoli and copying Ms. Primiceri, in which, inter alia, Ms. Gerli indicated 
that she had never received Dr. Ensoli' s letter dated September 30, 2003 (see page 2, lines 1- 
2 of the certified English translation in Exhibit 7). hi her e-mail dated October 30, 2003, Ms. 
Gerli also inquired as to whether the filing of the U.S. national stage of the hitemational 
Application was to be entrusted to the U.S. law firm of Pennie & Edmonds LLP (hereinafter 
"P&E") (see page 3, lines 7-1 1 of the certified English translation in Exhibit 7). Finally, in 
her e-mail dated October 30, 2003, Ms. Gerli reminded Dr. Ensoli that the time for entry in 
the U.S. national stage for the Intemational Application had expired and could be recovered 
through the filing of a petition (see page 3, lines 12-15 of the certified English translation in 
Exhibit 7). 

In an e-mail dated October 30, 2003, Dr. Cozzone advised Dr. Martoccia, Ms. 
Sergiampietri (Dr. Ensoli' s secretary), and Dr. Ensoli (the inventor) that the U.S. law firm of 
Pennie & Edmonds LLP (hereinafter "P&E") should be entrusted with the U.S. national stage 
of the Intemational Application (see Cozzone Declaration, 113). Thus, this e-mail was meant 
to inform Dr. Martoccia that ISS should instruct N&G to request P&E to file the U.S. 
national stage application (see Cozzone Declaration, ^13). 

As shown in the certified English translation in Exhibit 8, in view of Dr. Cozzone' s 
suggestion in his e-mail dated October 30, 2003, Dr. Ensoli informed Dr. Martoccia in a letter 
dated October 31, 2003 that the U.S. national stage of the Intemational Application must be 
entmsted to P&E and requested that the ISS Patent Office instruct N&G accordingly. 

In another e-mail dated November 6, 2003 addressed to Ms. Rossetti (N&G) and 
copying Dr. Martoccia, Dr. Ensoli and Ms. Sergiampietri, all of ISS, Dr. Cozzone indicated 
that he had already informed ISS that P&E should be entrusted with the filing of the U.S. 
national stage of the Intemational Application and that the ISS Patent Office would be 
sending N&G instructions to that effect later in the day (see Cozzone Declaration, ^(14). 

However, contrary to what Dr. Cozzone believed to have conmiunicated to Dr. 
Martoccia, the ISS Patent Office did not ask N&G to instruct P&E to file the U.S. national 
stage of the Intemational Application (see Cozzone Declaration, SI15). Instead, in a letter 
dated November 6, 2003, Dr. Martoccia asked N&G to file the national stage applications in 
all the designated countries except in the U.S. and informed N&G that ISS would directly 
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instruct P&E to file the U.S. national stage application of the International Application (see 
Cozzone Declaration, ^15). 

The ISS Patent Office misunderstood Dr. Cozzone* s instructions (see Cozzone 
Declaration, ^16). As a result. Dr. Martoccia issued inadvertently mistaken instructions 
regarding the U.S. national stage application to N&G and, as a result, N&G did not instruct 
P&E to file the U.S. national stage application of the hitemational Application (see Cozzone 
Declaration, 116). Dr. Cozzone, who was under the assumption that, pursuant to his e-mail 
dated November 6, 2005, the ISS Patent Office would instmct N&G to instruct P&E to file 
the U.S. national stage application, also did not instruct P&E to file the U.S. national stage 
application (see Cozzone Declaration, 116). Therefore, P&E never received instmctions from 
ISS to file the U.S. national stage of the International Application. 

The failure to file the U.S. national stage application of the International Application 
was not recognized until after Dr. Cozzone had instructed the U.S. law firm of Jones Day 
(hereinafter "JD") to take over the files of the national stage applications of the International 
Application in December of 2004 and after the attomeys at JD had had a chance to review the 
files of the national stage applications by March of 2005 (see Cozzone Declaration, 117). 

After reviewing the files of the national stage applications of the Intemational 
Application provided by N&G, Dr. Margaret Brivanlou (an attorney currently at JD and 
previously at P&E prior to January 1, 2004) informed Dr. Cozzone, in a letter dated March 1, 
2005 copying Dr. Ensoli (the inventor) and Dr. Adriane Antler and Ms. Ann Chen (also 
attomeys currently at JD and previously at P&E prior to January 1, 2004), that the file 
transfer had been completed and asked for confirmation that no U.S. national stage of the 
Intemational Application had been filed (see Cozzone Declaration, 118). 

In response to Dr. Brivanlou' s letter dated March 1, 2005, Ms. Stefania Ceccarelli (of 
Dr. Ensoli' s office) indicated in an e-mail dated March 4, 2005 addressed to Dr. Brivanlou 
and copying Dr. Cozzone, Dr. Antler and Ms. Chen that in 2003 ISS had started internal 
procedures to have P&E file the U.S. national stage of the Intemational Application and that 
ISS would investigate whether such U.S. national stage application had ever been filed. A 
copy of Ms. Ceccarelli' s e-mail dated March 4, 2005 is enclosed as Exhibit 9. 

In view of Ms. Ceccarelli's e-mail, attomeys at JD also reviewed their files relating to 
ISS matters. In an e-mail dated March 10, 2005 addressed to Dr. Cozzone and copying Ms. 
Ceccarelli, Dr. Antler and Ms. Chen, Dr. Brivanlou confirmed that no correspondence had 
been located regarding instructions to P&E (the ISS files from P&E had been transferred to 
JD when Dr. Antler, Dr. Brivanlou and Ms. Chen had moved to JD) from either N&G or ISS 
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to file the U.S. national stage of the International Application. A copy of Dr. Brivanlou's e- 
mail dated March 10, 2005 is enclosed as Exhibit 10. Exhibit 10 has been redacted to delete 
information not related to this Petition. 

By an e-mail dated March 28, 2005 to Dr. Antler, Dr. Cozzone discussed the 
circumstances that resulted in the U.S. national stage application not being timely filed (see 
Cozzone Declaration, 118). As described hereinabove, Dr. Cozzone explained that the ISS 
Patent Office had misinterpreted his instructions to ask N&G to appoint P&E as the U.S. 
correspondent to handle the filing of the U.S. national stage of the International Application, 
and thus, P&E never received instructions from either N&G or ISS to file the U.S. national 
stage of the International Application (see Cozzone Declaration, H15-16). Dr. Cozzone 
further explained that since he was not copied on the letter of instmctions from the ISS Patent 
Office to N&G, he was not aware of this omission imtil after receiving Dr. Brivanlou's letter 
dated March 1, 2005 (see Cozzone Declaration, ffll5 and 18). 

Upon investigation. Dr. Cozzone confirmed to Dr. Antler (of JD) in an e-mail dated 
March 28, 2005 that the omission to enter the U.S. national stage of the Intemational 
Application had indeed occurred and authorized the attorneys at JD to begin preparing a 
petition to revive the abandoned U.S. national stage application (see Cozzone Declaration, 
^18). Dr. Cozzone then further investigated and assisted in collecting documents that 
evidence ISS's intention to timely file the U.S. national stage application of the Intemational 
Application, and provided such documents to the attorneys at JD for preparation of this 
Petition (see Cozzone Declaration, 119). 

In a letter dated April 15, 2005 addressed to Dr. Brivanlou and copying Dr. Cozzone 
and Dr. Antler and Ms, Chen, Dr. Ensoli enclosed several pieces of correspondence and 
certified English translations thereof regarding ISS's instmctions to file the U.S. national 
stage of the Intemational Application. The enclosures from Dr. Ensoli*s letter dated April 15, 
2005 appear in Exhibits 7 and 8 in this Petition and Exhibit J of the Cozzone Declaration. 

ISS also collected and provided documents to JD (Attorneys for Applicant) in support 
of this Petition. The April 15, 2005 letter was received by Attorneys for Applicant on April 
18, 2005. After reviewing the April 15, 2005 letter, and its enclosures. Attorneys for 
Applicant discovered that the certified English translation for one of the pieces of e-mail 
correspondence was incomplete. As a result, in a letter dated May 3, 2005 from Ms. Chen 
addressed to Dr. Ensoli and to the attention of Ms. Ceccarelli and copying Dr. Cozzone and 
Dr. Antler and Dr. Brivanlou, Ms. Chen requested that a complete certified English 
translation of said correspondence be furnished. 
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In response to Ms. Chen's request, Ms. Ceccarelli enclosed a copy of the complete 
certified English translation of said correspondence in a facsimile letter dated May 18, 2005 
addressed to Dr. Brivanlou. The enclosure from Ms. Ceccarelli* s facsimile letter dated May 
18, 2005 appears in Exhibit H of the Cozzone Declaration. 

Upon receipt of the May 18, 2005 facsimile letter, Attorneys for Applicant promptly 
conmienced the drafting of the instant Petition. However, during the preparation of the 
instant Petition, Attomeys for Applicant realized that additional information and documents 
were desired. As a result, during a meeting in Italy with Dr. Cozzone and Dr. Ensoli on May 
25, 2005, Dr. Antler and Dr. Brivanlou requested that these additional documents be provided 
with certified English translations. 

In the meantime, based on their understanding of the correspondence between ISS and 
N&G, Dr. Brivanlou and Ms. Chen telephoned Ms. Gerli of N&G on June 1, 2005 to inquire 
about and confirm certain details relating to the failure to file the U.S. national stage 
application. Additional information was provided by Ms. Gerli in a e-mail dated June 6, 
2005 addressed to Dr. Brivanlou. 

Subsequently, Ms. Chen forwarded Ms. Gerli' s e-mail dated June 6, 2005, and its 
attachments, to Ms. Ceccarelli in an e-mail dated June 9, 2005 and requested that certified 
English translations of the attachments be provided. On June 17, 2005, Attomeys for 
Applicant received from Ms. Ceccarelli the additional documents and certified English 
translations of a portion of the documents attached in Ms. Gerli' s e-mail dated June 6, 2003.^ 
On July 25, 2005, Attomeys for Applicant received from Ms. Ceccarelli certified English 
translations of the remaining documents attached in Ms. Gerli' s e-mail dated June 6, 2003, 
except for those already in the possession of Attomeys for Applicant.^ Upon receipt of these 
documents, Attomeys for Applicant promptly updated and filed the instant Petition. 

Attomeys for Applicant submit that based on the above-discussed facts, through 
inadvertent error based on a mistake in fact, the materials and fee required by 35 U.S.C. § 
371(c) and 37 C.F.R. § 1.495 were not timely filed in the United States Patent and Trademark 
Office, even though ISS intended to file the U.S. national stage of the International 
Application by the relevant deadline. Attomeys for Applicant further submit that any 
additional delay that resulted after the discovery of Applicant's failure to file the U.S. 

* These documents appear in Exhibits 2-4 and 6 of this Petition and Exhibits B and D of the Cozzone 
Declaration. 

^ These documents appear in Exhibits C and E-G of the Cozzone Declaration. 
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national stage of the International Application to the filing of the instant Petition was due to 
efforts to obtain documents and English translations thereof that evidence the intention of ISS 
to timely file a U.S. national stage of the Intemational Application and the mistake in fact that 
occurred whereby the U.S. national stage was not timely filed. Applicant submits that the 
entire delay in filing the required reply from the due date for the required reply until the filing 
of a grantable petition under 37 C.F.R. § 1.137(b) was unintentional. 

Please charge the required fee(s), estimated to be $750.00 (small entity), to Jones Day 
Deposit Account No. 50-3013. A copy of this sheet is enclosed for accounting purposes. 

Applicant respectfully requests the granting of this petition, and the entry of the 
above-made remarks and enclosed materials into the file of the U.S. national stage of the 
Intemational Application. 



Respectfully submitted. 



Date: September 15, 2005 




Adriane M. Antler 
JONES DAY 

222 East 41'' Street 

New York, New York 10017 

(212) 326-3939 



(Reg. No.) 



Enclosures 
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ViAtE RcGiNA Elena, 299 
TVuGftAMMi: ISnSAN.ROMA 
tuMXi 06610071 
Tblctax: 0649387118 



DOTT.SSA BARBARA ENSOU 
LAB, VIROLOGIA 
SEDE 



Oggettd: Donaanda di brcvetto Inlernazionalc n. PCT/EP02/04303, depositata il 18.04.2002 
"Use of inhibitors of protease of the Human immunodeficiency vims (HIV) 



Si trasmette» per il seguito di competenza, in allegato copia della nota della 
Notarbartolo & Gervasi in data 08.09.2003, relativa al brevetto indicato in oggetto, 

If^ unitamente agli allegati ivi citati. 
I Si softoiinea Turgenza in considerazione del fatto che la Socief^ scrivente attende 

1{ ^ disposizioni da qucsta Direzione entro ii 15.09.2003. 
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MOD. 2101 



[STAMP] 
MINISTRY OF HEALTH 
ISTITUTO SUPERIORE Dl SANITA' 



SET OF FORMS 
Health '27S 



00161 Rome, 16 September 2003 
Viale Regina Elena, 299 
Telegram: ISTISAN-ROMA 
Telex: 06610071 
Telephone: 0649387118 



N": 44217/SA67 
Reply to the File of the: 
[...] 



DOCTOR BARBARA ENSOU 
VIROLOGY LAB 
MAIN OFFICE 



Enclosures: [...] 



Re: International patent request n. PCT/EP02/04303, deposited on the 18.04.2002 "Use of 
inhibitors of protease of the Human immunodeficiency virus (HIV) 



A copy of Notarbartolo & Gervasl's report, dated 08.09.2003, conceming the at>ove 
mentioned patent is herein enclosed, for the part of Your competence, together with the 
enclosures therein specified. 

The urgency of the matter is stressed in consideration of the fact that the Company writing is 
expecting instructions from the Direction within the 15.09.2003. 

THE DIRECTOR OF FINANCIAL A^f^AlRS AND ECONOMIC RESOURCES 

(Doctor R. M. MARTOCCIA) 
[Illegible signature] 



[Specify nationalisation dates (hand-written)] 



[IN THE MARGIN] You are kindly roquestBd to mention only one subject per letter and to specify the N, of the 
File You are replying to. 
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IL 0IRET7DRE 01 CANCELLERS 
— (QiovannaOtonattB) 




APOSTILLE 

Convention de la Haye du 6 octobre 1961 

REPUBBLICA ITALIANA 

II presente atto d stato sottoscritto (iaMf^.dM/l:.(h...MQ/}J.m:^ 

Agente in quality dl ^•^^.^.^£:...aL...e^A(a^£^i^ 

^ segnato dal contrassegno/timbroT''.'.?*"!!^**^ Oidiuario di Roma 

ATTESTATO 

dalla Procura della Repubblica presso il Trjfeunale Ordmar/o di Roma 
m data 'imm scto il N. /(IZSri.rdel Reg. delle Apostille 

con siglilo dcil-Ufflcio 'egalizzazionf 





IT3 10^549958 

JdTRen'H'^CT/PTO 1?^ SEP 2005 




Dottssi^Rosa M. Martoocia 
Dtfigente dd Servizi 
Amministrativi 
SEDB 



Ogcetto: Domandadi brevetto intenazionale n, PCT/EP02<!P^ dei 18.04.2002 
laventora: Dr. Baibara &uoU 
Rit N&G: 2770PTWO/er 



In riferimenio alia conmnicaziono dell* 8««2003 delta SocicA Notarbartoio & Gcrvasi S.p. A. e 

REDACTED 

pp-Qyj^Q1^J«jn»f«»* I'lMgenza c rintwcsae ai proaeguimcnto 

Si comunica altred IMniensse a pnaeguira con le fast nazionaH net Paeai di nostro interesse 
(scadenza 18/10/03). 



Dottssa Baibara Bosoli 
LabofBtorio di VirolQfiia 
3EDB 




00161 Rofn% 17 September 2003 
Vlale Regine Elena 290 
Telegram: ISTISAN ROMA 
Telephone: Oe4080t 
Tetex 06 48387118 
litlpAWwvv.lee.lt, 

Oo(4di Roea M. Martocda 
MensKier of Rnandel Servlcee 
MAIN OFFICE 

Re: International patent application n. PCT/EP02/04303 of the 18 04 2002 
Inventor Doctor Barbara Enaoli - ip.»^-«ju< 

Ref. N&G: 2770PTWC/er 
WWirefetance to the letter o^ 

REDACTED 

pursue sau application REDACTED "^^^"^ ^ 

l?5«Sl2lfII?!?!.2^^ '"•^^ ^ proceed vvilh tha nailbha) phaeee In the 

Countileeofour Interest (expiry 18/10/03). . 7?* k m uiw 

Doctor Barbara EnsoU 
Virology Lab 
MAIN OFFICE 
OUeglble signature] 



CRONOLOGICO 

N. ....^.6. 5 .1 .Q. 

T 



X ' > "J 1- E r> I ROMA 

f '- -i r- Atti Notori - Pftrizi ?- p Traduzioni 

VERBALE Dl QIURAMENTO 

Addi avanti al sottoscritto CanceUiera ft praaante il H. COLLA^RATORE 

Sionor:<^T/^A^.fA^/.....??^-<^<^^<'- 

Cocumento: Z. A. H EfX..^^.e.9^.9<^ ^ 

rilasciato da li^LC-./Zn - » ^S/qS/^Z. 

il quale chlede di asseverare con giuramento it suesteao atto. lo 
Cancelliere, previe ammonizioni di legge, invito il comparante al 
giuramento* che egli presta ripetendo: "Gkiro di avere bene a fedeimenta 
adempiuto airincarico affidatomi a? - -^c- - f conoscera la vertti". 

IL DinerrORE 01 CANCELLERIA 
(QlovannaOionslto) 





APOSTILLE 

Convention de Fa Haye du 5 octobre 1961 



REPUBBLICA ITALIANA 

W presente atto e Stalo sottoscritto da ^k({?.^^/l/M^...M.Q..\[MjX^ 
Agente in aualita di 

f ribunale Oruinuno di RoHia 

^ segnato dal Gontrasiiegno/timbro 

ATTESTATO 

datid Procure delta Rdpubbllea prdsso il TrLbunale Ordinario di Roma 
in datiarJ JJft..M^ sotto il wJlL^U^iA Reg. delle Apostille 
con sigillo deli'Ufficio legalizzazioni. 

ILRJNZIONARIO ABIUVa-O iiGAUZZAaONP 
Dott Ferdinando Corresde 
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MODUXJOUO 




j|% SEITEHBRE 2013 



Mod. 2101 



MINISTBRO DELIA SANTTA 





VlAU RJCHNA BUDU, 299 

ISnSAN-ROMA 
:066]OOn 
TtemuR 0649387111 



Notaibartolo & Gervasi S.p 
Cdiso di Porta Vittoria n. 9 
20122 MILANO 



1 



1 
\ 

r 



1 
I 



Oaggf^. domanda di brevetto intemazkmale n. PCr/EF(KSA)4303 del 18.04.2002 dal titolo 
"Use of inhibitora of protease of the Human iininn tMv<i»fi«^f.n^ vixa» (HIV) ..." - 
inventoie: Dott.ssa Batbaia EnsoIL 



Con rifBrimento alia letteia deU'08.09.20a3 si manifesta rinteiesse al 

""^^^ REDACTED neUACTED 



IL DIRBrrORE DEGU /CFPARI AMMINZ^TRAI^ 
E DELLS BISORSE EGONdhkilCSEVlxV 
(Dottssa^ Ml NfJ^TpOCU^^ 



REDACTED 




I 



REDACTED 



REDACTED 



(EXHIBIT 4] 
[Registered lettei] 




49958 



SET or 



Med. 2101 

00161 Rome; 24 SEPTEMBER 2003 
Vlale Regbw Elena. 299 
Telegrame: ISTISAN^MA 
Tetaac 06610071 
Fasc 0649387118 



JC17Rec'dPCT/PT0 15 , SEP 2005 



ISTAMpI 

MINISTRY OF HEALTH 
ISmUTO SUPERIORE Dl SANITA' 
N.: 45858/SA67 

Reply to Document of the: Notarfoartoio & GervasI S.pJ^ 

CoreodiPoitaVitlorian.9 

Enclosures: 20122 MILAN 

RE: mtsmational patent application n. PCT/EPQ2/04303 of the 18.04^002. title: 'Use of 
inhlbltore of protease of the Human Immunodeliden^ vims (HIV)...' - 
Inventor Doctor Bart>ara Ensol 

V\fflh neferenos to the letter of the 08.09.2003. the interaist to proceed with the application 

™^0/(CteD " "•*™^ REDACTED 

t 

THE DIRECTOR OF THE ADMINISTRATIVE AFFAIRS AND ECONOMIC RESOURCES 

(Dr. R. M. MARTOCCIA) 
pllegible signature] 



Cof f 55 to fwnind that we arm waiting 
Ibr iMtniGtiorm oot H m ni ng thm 
n^ionmlhatioa to aubmM to Or. 



NOTARBARTOLO & 
GERVASI 

MILAN 
RECEIVED 



29SEPT.200a 
(SIGNED] 



XRIBUNALE OI ROMA 
UfficiQ Atti Wotori - IVrl«ii> « Tr«^„,.tffnj 
VERBALE Dl GIURA1MENTO 
Add! — ..1..2J.il.B-.?$!!^avanli al sottoscrlHo CancalHere d prasenta 11 

Sivwr. .:.0i./AAiA/y,Atf/. ^,/.UC/.a.,„ 

docomomo:,/5«73S;A/X^...C«fi?Xj?..;...„ N. ^Jt±4i^BS3S^^ 

maiiciatD da-i/ff?^..r.i^/y. — n ..^?il?ue^^i0S5t^_ 

II qu.8i« oliiade di assevorare con oiuramanto II auastaso atto. lo 
Cancaliiara. pravia ammonizloni dl leooa. Invito 11 comparanta al 
Oiura«wnto.-cha eg! praata rlpatando: "Ghiro di avara bana a fadebnanta 
adeinpluio airincarlco affwlfc^ lll^-^g^ 
katto. oonfarmato a sottoacritto. 



CRONOLOQICp 
Romal 2.ittfi«20fl5. 




Conve.-.>:,;n do !i Mayo du 5 octobre 1961 

n:,:njnDijGA italiana 

II presnnto at!o 6 sla'o so[tOGC!i[to da M^j£A!}fX'Q&J.^T±^F'fiA-/ir^l 

Agente in qiiaiita (li-.-fi/^^TTP/^.^ Cf^M^.^.^-^^^^ ^ — 

t scgnato dai conii assegno/!!rr;f)roT':»^."."'**® Oidinario di Roma 

ATTCCi'iATO 

dalla Procura della Repubblica pros2o il Tribunale Ordinario di Roma 
in datar.Z.lU6...2Pq5e 30U0 i, N. i.^^/.^,,, Reg. dalle Apostille 



son si^ii.o titsii'U.Mcio !cijali^;2uzioni. 




inJfflONARIOABmTOmi£QNj|ZZaOT 
Doff. f^Ki^pcto Conoato 




I 



i 



I 



<3. 




Mama}^^^\\fitrit>vt 2003 



VIAI^ REGirsiA ELEIMA. SBG 



111 



DoH.ssa Rosa M. Martoccia 
Dirigcnte dei Sorvizi Amtninistrativi 
SEDE 



valu 



Ogg4tto: Domanda di brcveUo intemazionale n. PCT/^02/04303 del 18.04.2002 
Invcntorc: Dr. Barbara Ensoli 
Rif. N&G: 2770PTWO/cr 



In ri erimento alia comunicazione dell' 8/09/2003 dd la Society Notarbartolo A Gervasi S.p.A., e a Vostra 
Icttei a del 16 Settembre c.a . (prot. 44217/SA67), si ri ^isce rintenzione a prdscguire con Ic faai nazionali 
inere nli il brevetto in oggetto (scadenza 18/10/03),. cc ll come specificato nella ns. precedence lettera datata 
12 S ittonbre 2003. 



A tal fine, considerata Turgenza c I'lmportanza di dardiivvfo 
ai c<»mpetenti ufTici amministrativi, sulla base dellVmail 
prev tntivo analitico alia Notabartolo&Gervasi S.p.A., 
le se »iienti specifiche: 



Numero totale pagine del brevetto 
Numero totale figure 

Lista dei costi, con suddivisione degli oneri ^ '*tasse uiliciali" 
**tasse per fase". 



ai procedimenti di nazionalizzazione si richtcde 
allegata, di provvedere alia richiesta di un 
ivendo cura chc nella sua formulazione siano ripqrtate 



in: '*costi traduzione per fase'* c 



Talc prev^nivo dovrebbe esscre fonnulato facemo riferimento al prospetto dei paesi allcgato alia 
com inicazione e-mail, al fme di estendere la protezioi le derivante dal deposito brevettuale ai paesi tndicati c 



ame gti oneri derivanti. 




Doll ssa Barbara CnsoH 
Lalx iratorio di Virologia 
SECB 




10>549958 



MOO. 2200 



ISS STAMP 
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NUN. OF HEALTH STAMP 



00161 Rome. 30 September 2003 
Viale Regina Elena 299 
Telegram: ISTISAN ROMA 
Telephone: 06 49801 
Telex: 06 493871 18 
http//vvww.iss.it 

Doctor Rosa M. Martoccia 
Manager of Financial Services 
MAIN OFFICE 

Ro: Intemational patent application n. PCT/EP02/04303 of the 18 04 2002 
Inventor Dr. Barbara Ensoli 
Ref. N&G: 2770PTWO/er 



With reference to the letter of the 08/09/2003 of the .Company "Nofarbartolo & GervasI 
S.p.A.", and to Your letter of the 16* of September.cl^ tho currerit-year (file 44217/SA67), 
we stress the intention to proceed with the national phases concerning the patent in hahd 
(expiry 18/10/03), as specified in our previous letter of the 12*^ of September 2003. 

In consideration of the urgency and importance to start the nationalisation procedures, the 
competent finandal offices are requested to supply an analytical estimate to Notarbartolo 
& Gervasi S.p.A. including the following specificatiohs: 

- Total number of pages of the patent; 

- Total number of figures; 

- List of the costs, with the division of charges in "official taxation" in: "costs of translation 
per phase' and " "taxes per phase". 

Said estimate should be drafted according to the table of Countries enclosed to the e-mail 
in order to expand the protection deriving from the patent deposit to such oourrtries in 
order to evaluate the charges that could arise. 

[Illegible signature] 
Doctor Barbara Ensoli 
Virology Lab 
MAIN OFFICE 



N 



presents il IL COLLA^ra ^ : ■ 



Q-±A:-^ NptOi-i - Peri7ie e Trarii.f/^pBf 

VERBALE Dl GIURAMENTO Roma, 
Addi ....O..S..Ij.l.ll,.IOflI... avanti al sottoscritto CanceUiere d 
Slgnor: .4!ijA^.^.{.^.f d^l.O.fr*}^. 

documeoio: t?./t... ^ JS/X..^.9.BS^9^ 

rilasolato da M^XX.^..fZf:\ n .^.^/.Q.(/l^OjL, 

H quaie chi^ di asseverare con giuramento il suesteeo atto. lo 
CancelMere. prevfe ammonizioni di legge, invito il comparente al 
giuramento, che egfl presta rtpetendo: "Giuro di avere bene e fedelmente 
adempluto afl-incarico affidatomi sr: .capo o ar oonoscere la verity-. 



0 9 6IU.2005 



.tOlBEH-OBEOfCAWCBl^RIA 
(QiowannaDioneiwj 




APOSTILLE 

Convention de la Haye du 5 octobria 1981 

REPUBBLICA ITALIAN A x 

II presente atto e state sottoscritto .AE)(B:.m.f^..AiO{}J,EXtB' 

Agente in quality di l[!^^m^^^h^,£^^ 

^ segnato dal contrassegno/timbro 

ATTESTATO 

dalla Procura delta Repubblica prosso il Tribunale Ordlnario dl Roma 
in data .l.?™!.^.?!^! sotto il N. .'(.?.?..?!fedel Reg. delle Apostille 
COnslgWodeli'UfficiQ legalizzazioni. „H„.TnMUlFGAUZZtt«3Mt 
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*0/549958 



.(i3..<«.5..S./.....'?£..<sX.. 




OC5GETTO: 



1 1^ OttOd^E 2003 




2Jajww«ot OB «t9SQt 



Notartartolo & Gervasi S.p.A. 
Corso cy Porta Vittoria n. 9 
20122 MILANO 

e p.c. Dotl.ssa Barbara Ensoli 
Laboratorio di Virologia 
Sede 



domanda di brevetto intemazk nale n. PCT/EP02/04303 del 18.04.2002 
dal litolo ^*Use of inhilitors of protease of the Human 
immunodeficiency vims (H17) ../^ — inventore: Dott.ssa Barbara 
Ensoli. 

Vs.Rif.2770PTWO/er 



Con riferiinento alia lettera 
nostra nota Prot. lu 



procedimenii di naztpnidiaazfone, si 



deir08.09.2003 e facendo seguito alia 
in data 24.09.2003, relativamente ai 
chiede la trasmissione di un preventivo 
analitico suddiviso sulfa base di quant > di seguito specificate: 

— Numero totale pagine qel brevetto; 

— Numero totale figure 

— Lista dei costly con sudjlivlsione degli oneri per tasse ufTicialt in: 
''costt traduzione per fa se'' e *^tasse per fase*' 

II suddetto pieventivo dovr i essere fonnulalo con riferimento al 
prospetto dei Paesi che si allega alia p rcsente. 



ILDIRETTO 
EDEUll 
(Dolt 



; DEGU AFFARI AMMINISTRATI VI 
RISOKBE ECON©MICF|fi'\ . / 
R. M. MARTOGCIA)/ Vl. 



V 



7 



O 
■ 

d 

I 



[STAMP] 

ISTITUTO SUPERIORS Dl SANITA' 




10/549958 



00161 Rome. 14 October 2003 
Viale Regina Elena, 299 
Telegram: ISTISAN-ROMA 
Telex: 06610071 
Telephone: 06493871 18 
http//www.lss.it 

JC17 Rec'd PCT/PTO 1 5 SEP 2005 



Notarbartolo & Gervasi S.p.A 
Corso di Porta Vrttoria n. 9 
20122 MILAN 



and copy to: 

49602/RE67 DOCTOR BARBARA ENSOLI 

Reply to the File of the: VIROLOGY LAB 

N^[...] MAIN OFFICE 

Enclosures: [...] 



Re: International patent request n. PCT/EP02/04303, deposited on the 18.04.2002 "Use of 
inhibitors of protease of the Human immunodeficiency virus (HIV) - inventor Doctor 
Barbara Ensoli. 
Your Ref. 2770TTWO/er 

With reference to the letter of the 08.09.2003 and following our letter n. 45858/SA67 of the 
24.09.2003, concerning the nationalisation procedures, You are kindly required to forward 
an analytical list of the foreseen expenses drafted according to the what is hereafter 
specified: 

- Total number of pages of the patent; 

- Total number of figures; 

- List of expenses dividing the expenses relating to official taxation in: " costs of 
translation per phase" and "taxes per phase". 

The aforementioned estimate must be drafted with reference to the table of Countries 
hereto encbsed. 



THE DIRECTOR OF FINANCIAL AFFAIRS AND ECONOMIC RESOURCES 

(Doctor R. M. MARTOCCIA) 

[Illegible signature] 



^1 KO CRONOLOGfCO 
VERBALE Ol QiURAMENTO Romi ^ ^^'^ 2005 I 

<.oou.«u„.. l£.^_ ^ 

N.aso.«od. MiS:/..S.... JZ.n , „ ««/<?.iB/si»..Z,... 

» quale chte.^ * a«.ver.,e con giuramen.o il ,u«,e.o .«o. lo 
Canceiser.. pr.v.e ammonizioni ci legge, invito N comparen.e a. 
Biuramena, che eg. presta rlpetendo: -c, uro cii .nvsra bene e fedehronle 
adempiuto airincarfco a«Wa,cmi „ . - ... , . , ,,„„^^, ^ 



IL OIRETTORE 01 CANCELLEfllA I 
(QiovannaOion0lt9) i 





APOGTlLLE 

Convention tie la Mayo du 5 octobre IMt 

REPUBDLICA ITALIANA 

H prosonte atto e stato sottoscrltto da fk}P.}(&./^^'^J>l QM§)^ S^ 
Agente In quality dl 

E segnato dal contrassegno/timbro .™""±..?f:li!:^^^ 

ATTESTATO ^ 
dalla Procura della Repubblica presso 11 Trifcunale Ordinarlo dl Roma ' 
In data sotto il N. ^ULp.. del Reg. delle Apostille 

con sigiilo deH'UfflcIo legalizzazioni. 

y-^''--^--'- ILRJNZIONAfTOABIUTArOAUAIiGAlJZZAZIO^ \ 

Don. FejiSim^do Correaje | 






—^549958 
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30/10/2003 



#0/g49958 

JCIZRec'dPCOTTO 15 SEP 2006 



To: "Paola Serglampletrl" <sgpietri@iss.lt>, "Dott.ssa Rosa 
Martocda":clirgensa@iss.it, monica.nusca@iss.it;, BARBARA ENSOLI 
<ensoii@iss.it> 

From: Cozzone Giovan Battlsta <cozzone@tin.lt> 
Subject: Re: PATENT PI (Rlf. N&G: 2770PTWO/er) 

Cc: 
Bcc: 

Suil'ultimo punto, suggerisco affidare la fase nazionale USA a Pennie & 
Edmunds. 

Giovanni Cozzone 



> — — i^iessaggio originate 

> Da: Gerii Anna [mailto:a.gerii@ngpatent.it] 

> Inviato: giovedi 30 ottobre 2003 15.43 

> A: Barbara Ensoli 

> Cc: Primicerl Maria Vittoria 

> Oggetto: R: PATENT PI (Rlf. N&G: 2770PTWO/er) 

> Priority: Alta 
> 

> 

> Gentile Dr.a Sergiampletrl, 

> Con riferimento alia sua e-mali del 27 corr. desideriamo precisare quanto 

> segue: 

> 1) non abbiamo mal ricevuto da Vol alcuna lettera datata 30.9.2003 e 
neppure 

> successive comunicazioni 

> 2) in data 20 ottobre abbiamo ricevuto da parte del Vostri Uffici 

> Amministrativi ia lettera da Vol indicata con richiesta di un preventivo 
piu 

> dettagllato 

> 3) in data 23 ottobre via fax "Contratto di affldamento Incarico" da parte 

> del Vostri Ufflcl Amministrativi 

> cid premesso ci siamo sublto attivati per il deposito delle fast nazionall 

> nel PaesI cui Vostro elenco. 

> A questo riguardo e con riferimento alia sua e-mail del 29-10-2003 

> indirizzata alia Dr.a Primicerl facciamo presente quanto segue: 

> 1) la domanda di Brevetto Europeo (con termine 31 mesi) verra estesa 
anche 



1 



> ai seguenti Paesi: Albania, Romania, Slovenia, Utuania, Lettonia, 
Macedonia 

> per quanto riguarda Repubblica Ceca, Repubblica Slovacca, Bulgaria, 

> Estonia ed Ungheria (con termlne 31 mesi) abblamo gid passato IstruzlonI 

> nostrl 

> corrlspondenti dl procedere 

> 2) Delia Convenzlone OAPI fanno parte anche Guinea Bissau e Guinea 

> Equatorlale (termlne 30 mesI) 

> 3) Delia Convenzlone ARIPO fanno parte anche Mozambico, Sierra Leone e 

> Zambia (termlne 31 mesI) 

> 4) La Turchia fa parte della Convenzlone Europea (termlne 31 mesI) 

> Per quanto riguarda Inflne la preparazlone dl un preventlvo analltico VI 

> preghlamo dl voler pazlentare sino alia prosslma settlmana. 

> Con I'occaslone vorremmo altresi che cl preclsaste se per II deposito In 

> U.S.A. dovremo appogglarcl all'UfncIo BrevettI P&E, a cul ^ stata girata 

Id 

> gestlone della Vostra precedente domanda (ns. rif. 1354PTUS). VI facclamo 

> presente che la questione riveste partlcolare urgenza In quanto il termlne 

> per gli U.S.A. 6 a 30 mesI con recupero medlante una Petition e pagamento 

> una sovrattassa. 

> Cordlall saluti 
> 

> 

> > Messagglo originale 

> > Da: Barbara Ensoll [SMTP:ensoll@lss.lt] 

> > Inviato: lunedi 27 ottobre 2003 14.41 

> > A: Ng-roma; GertI Anna 

> > Cc: Primicerl Maria Vlttoria; Giovanni Cozzone 

> > Oggetto: PATENT PI (RIf. N&G: 2770PTWO/er) 

> > Priority: Alta 

> > 

> > Oggetto: Domanda dl brevetto internazlonale n. PCT/EP02/04303 del 

> > 

^ > Inventors: Dr. Barbara Ensoll - RIf. N&G: 2770PTWO/er 

> > 

> > 

> > 

> > 

> > Gent.le Dr. Gertl, 

> > 

> > 

> > 

> > Ad Integrazlone della ns. lettera del 30/9/2003 e a segulto delle 

> intercorse comunlcazloni, si ribadlsce i> •> Intenzlone a proseguire con 
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le 

> fasi nazionali inerenti il brevetto in oggetto. 

> > 

> > 

> > 

> > A tal fine, considerata l> •> urgenza e l> •> importanza di proseguire 
con 

> procedimenti di nazionalizzazione, si notified nuovamente la designazione 
di 

> tutti i paesi riportati nella lista Inviata con nostra autorizzazione a 

> procedere dei 30 Settembre c.a. (e lettera dei competenti uffici 

> amministrativi del 14/10/2003, Prot. N. 49602/RE67). 

> > 

> > 

> > 

> > SI lichlede con urgenza alia N&G SpA l> '> indicazione del costi 

> sosteniblli per l> *> estensione alle fasi nazionali nei sottoelencati 
paesI 

> (attualmente non contemplati nel prospetto della N&G inviatoci il 22 

> Settembre 2003): 

> > 

> > 

> > 

> > EP: Albania, Repubblica Ceca, Repubbiica Siovacca, Romania, Slovenia, 

> Bulgaria, Estonia, Ungheria, Latvia, LItuanIa, Macedonia 

> > 

> > OAPI: Guinea Equatoriale, Guinea Bissau 

> > 

> > ARIPO: Mozambico, Sierra Leone, Zambia 

> > 

> > Altri: Turchia 

> > 

> > 

> > 

> > Si richiede gentilmente conferma della loro effettiva appartenenza ai 

> gruppi speciflcati nella lista da noi preventivamente Inviata alia Vs. 

> attenzlone 

> > 

> > 

> > 

> > In seconda istanza restiamo in attesa di un preventivo analitico avendo 

> cura Che nella sua formulazione siano riportate le seguenti speciflche: 

> > 

> > 

> > 

> > - Numero totale pagine del brevetto 

> > 

> > - Numero totale figure 
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> > 

> > - Lista dei costi, con suddlvlslone degll onerl per > "> tasse 

> ufflclall> "> in: > "> costi traduzlone per fase> "> e > "> tasse oer 

> fase> "> . ^ 

> > 

> > 

> > 

> > Tale preventive dovrebbe essere formulato facendo rlferlmento al 
prospetto 

> del paesi precedentemente da nol trasmesso e nuovamente aileato alia 

> presente. In merlto al punti sopraelencati glunger^, alia Sua attenzione 

> uiteriore comunlcazlone dei competenti ufflcl ammlnlstratlvl. 

> > 

> > 

> > 

> > In attesa di riscontro 

> > 

> > 

> > 

> > Cordial! saluti 

> > 

> > 

> > 

> > 

> > 

> > 

> > 

> > Serglampletrl Paola 

> > 

> > Segreteria 

> > 

> > 

> > 

> > 

> > 

> > Dr. Barbara Ensoll 

> > 

> > Laboratorlo dl Viroiogia 

> > 

> > Istituto Superlore dl Sanity 

> > 

> > V.le Reglna Elena, 299 

> > 

> > 000161 Roma 

> > 

> > Tel: +39-06-49903209 

> > 

> > Fax: +39-06-49903002 
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> > 

> > E-mail: ensoll@lss.lt <mailto:ensolj@lss.lt> 

> > « RIe: Fasi.naz.PI_EP02=04303.xls >> 
> 



Best Regards 
Sincerely, 

Giovanni Cozzone, CEO 

http ://www. help-finance.com 

by BEI Sri. 

Via Montopoli, 4 

00199, Roma 

Tel: ++39.347.782.9440 
Fax: +39.06.233.231.988 
Email: vcnet@help-finance.com 



6/1 1/2003 

To: "Rossetti Ellsa" <e.rossetti@ngpatent.lt> 
From: Cozzone Glovan Battista <cozzone@tin.lt> 
Subject: Re: I: PATENT PI (RIf. N&G: 2770PTWO/er) 

Cc: "Dott.ssa Rosa Martoccia": dlrgensa@lss.lt, monica.nusca@lss.it;, BARBARA 

ENSOU <ensoll@iss.lt>, Paola Serglampietrl <sgpietrl@lss.it> 

Bcc: 

gentile Dott.ssa 

Ho gib Informato ISS che ritengo opportuno utilizzare Pennie & Edmunds anche 
per questo caso e credo che riceverete comunlcazione a tal fine 
dalfAmmlnlstrazlone oggi. 

Cordial! Saluti 

Giovanni Cozzone 

Advisor del CdA In materia di strategia e gestlone 
delle attivlt^ brevettuali e Technology Transfer 
ISTITUTO SUPERIORE DI SANITA' 
Tel: +39 347 782 9440 
Fax: +39 06 233 231 988 
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Facendo seguito al precedente messaggio, Vi rammentiamo che slamo ancora 
in attesa di conoscere il nominativo dell'agente USA al quale spedire rincarico 
per la fase nazionale del suddetto caso. 

Cordial! saiuti 

Elisa Rossetti 

NOTARBARTOLO & GERVASI 
Corso di Porta Vlttoria, 9 
20122 l^ilan (Italy) 

tel. +39 025417991 
fax+39 0254179920 
mailto:notage@ngpatent.it 
mailto:e.rossetti@ngpatent.it 
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30/10/2003 

To: "Paola Sergiampietri" <sgpictri@iss.it>, "Dott.ssa 
Rosa Martoccia": dirgensa@iss.it. 

monica.nusca@iss.it;, BARBARA ENSOLI 

<ensoli@iss.it> 

From: Cozzone Giovan Battista <cozzone@tin.it> 
Subject: Re: PATENT PI (Rif. N&G: 2770PTWO/er) 
Cc: 
Bcc: 

As far as the last point is concerned, my advise is to 
entrust the U.S.A. national phase to Pennie & 
Edmunds. 
Giovanni Cozzone 



[ORIGINAL MESSAGE] 

From: Gerli Anna [mailto: a.gerli@ngpatent.it] 
Sent: Thursday SO*" of October 2003 15.43 
To: Barbara Ensoli 
Cc: Primiceri Maria Vittoria 

Object: R: PATENT PI (Ref. N&G: 2770PTWOO/er) 

Priority: High 

Dear Doctor Sergiampietri, 

with reference to Your e-mail of the 27'" of thi 
month, we wish to define precisely the followinj 
details: 
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1) we never received any letter dated 30/09/2003 from 
You, nor any following communications; 

2) on the 20"' of October we received the letter You 
indicated with the request of a more detailed 
estimate from Your Administrative Office; 

3) we received on the 23'** of October, via fax, the 
"Commission assignment contract" from Your 
Administrative Office; that being stated, we 
immediately began to work on the deposit for the 
national phases in the Countries You included in 
Your list. 

In this respect and with reference to Your e-mail 
of the 29-10-2003 addressed to Doctor Primiceri, 
we remind the following; 
l)the European Patent application (with expiry 
within 31 months) will be extended also to the 
following Countries: Albania, Rumania, Slovenia, 
Lithuania, Latvia, Macedonia; as far as the Czech 
Republic, the Slovenian Republic, Bulgaria, 
Estonia and Hungary are concerned, (with expiry 
within 31 months) we already instructed our 
correspondents to proceed; 

2) also Guinea Bissau and Equatorial Guinea belong 
to the OAPI Convention (expiry within 30 months); 

3) also Mozambique, Sierra Leon and Zambia belong 



2 



to the ARIPO Convention (expiry 31 months); 
4) Turkey is not part of the European Convention 
(expiry 31 months). 

And finally, as far as the drafting of an analytical 
estimate is concerned, we beg You to wait until 
next week. 

We seize the opportunity to ask You to specify if 
we must rely on P&E's Patent Office for the 
deposit in the U.S.A., to whom You transferred the 
management of Your previous application (our ref. 
1345PTUS). 

We remind You that this subject is extremely 
urgent because the expiry for the U.S.A. is of 30 
months with a recovery through Petition and the 
payment of an additional tax. 
Yours sincerely. 



[ORIGINAL MESSAGE] 
From: Barbara Ensoli 

Sent: Monday, 27*'' of October 2003 14.41 
To: Ng-roma; Gerli Anna 

Co: Primiceri Maria Vittoria; Giovanni Cozzone 
Object: PATENT PI (Ref. N&G: 2770PTWOO/er) 
Priority: High 

Object: International patent application n. 



PCT/EP02/04303 of the 18/04/2002 

Inventor: Doctor Barbara Ensoli - Ref. N&G: 

A 2770PTWO/er 

^ Dear Doctor Gerli, 

As an integration to our letter of the 30/09/2003 and 
following the communications exchanged, we confirm 
our intention to proceed with the national phases 
concerning the patent in question. 

In this order, keeping in due consideration the 
urgency and the importance to pursue the 
nationalisation procedures, we deem it necessary to 
notify again the designation of all the countries 
reported in the list sent together with our 
authorisation to proceed of the SO"* of September of 
this year (and also the letter of the competent 
Administrative Office of the 14/10/2003, Reg. N. 
49602/RE67). 

N&G S.p.A. is urgently required to notify the costs 
expected for the extension of the national phases in 
the following countries (at. present they are not 
included in N&G's report sent on the 22"'' of 
September 2003). 

EP: Albania, Czech Republic, Slovak Republic, 
Rumania, Slovenia, Bulgaria, Estonia, Hungary, 
Latvia, Lithuania, Macedonia; 
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OAPI: Equatorial Guinea, Guinea Bissau; 
ARIPO: Mozambique, Sierra Leon, Zambia; 
Others: Turkey. 

You are kindly requested to confirm their effective 
belonging to the groups specified in the list that we 
sent in advance to Your attention. 

We also await an analytical estimate in which you 
must include the following specifications: 

- total number of pages constituting the patent; 

- total number of figures; 

- list of costs, with the division of the costs in 
^'official taxes" in: '^translation costs per phase" 
and ''phase costs". 

This estimate should be formulated with reference to 

the report to the report of the countries that we sent 

previously and enclosed again herein. 

As to the aforementioned points, the competent 

administrative office will send to Your attention 

further communications. 

Awaiting Your kind reply. 

Yours sincerely. 

Sergimpietri Paola 

SECRETARY 

Doctor Barbara Ensoli 

Laboratory of Virology 



s 




Istituto Superiore di Sanity 
V.la Regina Elena, 299 
00161 ROMA 
Tel.: + 39-06-49903209 
Fax: + 39-06-49903002 

E-mail: ensoli@iss.it [mailto: ensoli@iss.it] 
File: Nat. Phases PI_EP02=04303.xls 
Best regards 
Sincerely, 

Giovanni Cozzone, CEO 

http://www.help-finance.com 

by BEI Sri. 

Via Montopoli, 4 

00199, Rome 

Tel.: + 39.347.782.9440 

Fax: + 39.06.233.231.988 

Email: vcnet@help-finance.com 



6/1 1/2003 

To: "Rossetti Elisa" <e.rossetti@ngpatent.it> 
From: Cozzone Giovan Battista <cozzone@tin.it> 
Subject: Re: I: PATENT PI (Rif. N&G: 
2770PTWO/er) 

Cc: "Dott.ssa Rosa Martoccia":dirgensa@iss.it, 
monica.nusca@iss.it;, BARBARA ENSOLI 
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<ensoli@iss.it>, Paola Sergiampietri 

<sgpietri@iss.it> 

Bcc: 

Dear Doctor, 

I have already informed ISS that I deem the use of 
Pennie & Edmunds appropriate even in this case and I 
think that you will receive the communication 
concerning this subject from the Management today. 
Yours sincerely 
Giovanni Cozzone 

Advisor of the Board of Directors of strategy and 
management of the patent activities and Technology 
Transfer 

ISTITUTO SUPERIORE DI SANITA' 
Tel: +39 347 782 9440 
Fax: +39 06 233 231 988 



Following the previous message, we remind You that 
we are still awaiting the name of the agent in the 
U.S.A. to whom we must send the commission of the 
national phase of the aforementioned case. 
Yours sincerely. 
Elisa Rossetti 

NOTARBARTOLO & GERVASI 

Corso di Porta Vittoria, 9-20122 Milan (Italy) 
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Tel.: + 39.025417991-Fax: + 39. 02S4I179920 
mailto: notage@ngpatent.it 
mailto: e.rossetti@ngpatent.it 
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CRONOLOGICO 

5297 

Roma, ..... 



TORE 



TRIBUNALE DI ROM/V 

VERBALE Dl GIURAfWIENTO ..v.,..c=. 

Addl ....^.i^..MQLZ(tf)^... avanti al sottoscritto Cancelliere k presente il IL COLliMcJp\Tt 
Sigrvor: 

documento: !E^T^^T'^.....^MTf?. N. 'Sm.J^.O.SS^^^M 

rUaftciato <iei'MCT<ir...^tf. il !Z8^Q£fj,iU)XiZ..., 

il qu»i6 chiede dl asseverare con giuramento 11 suestesb'-atto; lo 
Cancelliere, previe ammonizioni di legge. invito il compare>tt^/iil 
giuramento, che egli presta ripetendo: "Giuro di avere bene e fedelmente 
adempiuto airincarico affidatomi al solo scopo di far conoscere. la verity*. 
iLetto. confermato e sottoscritto. 

<=^/-a_t • 



ILPUNSONMtO 
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VIALE REGINA ELENA. SSS 
Telegrammi: ISTISAN ROMA 
Telefomo: OS 48801 
Telefax: OB 433871 1 8 



Dott.ssa Rosa M . Martoccia 
Dirigente dei Servizi 
Amministrativi 
SEDE 



Oggetto: Domanda di brevetto intemazionale n. PCT/EP02/04303 del 18.04.2002 - 
Inventore: Dr. Barbara Ensoli - Rif. N&G: 2770PTWO/er 



In riferimento alia comiinicazione e-mail pervenutaci dalla Dr. Gerli (Notarbartolo & Gervasi 
S.p.A), in data 30/10/2003, si manifesta I'nrgenza e I'interesse al proseguimento di tale domanda e 
si comunica che, per quanto conceme il deposito negli Stati Uniti, la gestione del brevetto in 
oggetto dovri essere affidata alio studio Pennie & Edmonds LLP (gii incaricato della fase nazionale 
USA della ns. precedente domanda di brevetto, rif. N&G: 1354PTUS). 

Si richiede pertanto ai competenti uffici amministrativi di prowedere alia relativa comunicazione 
allaNotabartolo&Gervasi SpA. 



Cordiali saluti 



Dott.ssa Barbara Ensoli 
Laboratorio di Virologia 
SEDE 



ISTITUTO SUPERIORE DI SANITA' 
00161 ROME, 31^^ OF OCTOBER 2003 



ISS STAMP 



STAMP 



VIALE REGINA ELENA, 288 

TELEGRAMS: ISTISAN ROMA 

TELEPHONE: 06 48801 

FAX: 06 483871 18 

http://www.iss.it 

Doctor Rosa M. Martoccia 

Director of the Administration Services. 

HEAD OFFICE 

Object: International patent application n. 
PCT/EP02/04303 of the 18.04.2002 - Inventor: Doctor 
Barbara Ensoli - Ref. N&G: 2770PTWO/er. 
With reference to the e-mail received from Doctor 
Gerli (Notarbartolo & Gervasi S.p.a.) on the 
30.10.2003, we express the urgency and interest to 
pursue this application and we also notify that, as far 
as the deposit in the United States is concerned, the 
management of the patent in question must be 
entrusted to Pennie & Edmonds LLP Office (to whom 
the U.S. A national phase was already entrusted to in 
our previous patent application, ref. N&G: 
1354PTUS). 

The competent administrative office is therefore 
required to supply the respective communication to 



Notarbartolo & Gervasi S.p.A, 
Yours sincerely. 
[SIGNATURE] 
Doctor Barbara Ensoli 
Laboratory of Virology 
HEAD OFFICE 



Roma, 



TRIBUNALK r>I RO M A 

Ufficio Atti Notori - Po ri yic c Tr:idu7'oni 
VERBALE Dl GIURAMENTO 

avanti al sottoscritto Cancelliere e presente il IL C 

Sigr>or: ,.DAmiA?....^m^,Nl^.) 

documenio: ,,CAMA...DlL^SLtlTilA^. N. A{S...M5.^.9.tQ. 

ritascialo dei ..<fP.R^,^JL.Ox...(i.<?.nA il ..ll^fii j.Z^.^. 

il quc'ie chiede di asseverare con giuramento ii suesteso atto. lo 
Cancelliere, previa ammonizioni di legge, invito il comparente al 
QiuraflFiento. che egli presta ripetendo: "Giuro di avere bene e fedelmente 
adempiuo airincarico aftidatomi al solo scopo di far conoscere. la verit^\ 
tetto. confer mato e sottoscritto. 



CRONOLOGICO 

3 1 55 



N.^ 3, 

_ ' 2 1 




2 1 MPR.2005 



■•■■•••••••I 



RATORL 




IL DIRETTORF HI QAMCELLERIA 
(Giovanna Oloneite) 





APOSTILLE 

Convention de la Haye du 5 octobre t9et 

R^PUBBLICA ITALfANA 

li presente atto d stato sottoscrlttd' 6iAiM^.f^.,^:^^ &toMe 
Agenfe In* qualifa ^^ •■MMn0.e^,,M^_^^^ 
E segnatb dal contrassegno/tifnbiT^*!'."!?!^^ di Roma 

1" '^'^ •••• • « " dU H.9. delte Apoalille 

cbn sigiHo tleH'Uff/cio fegaftea2fehi. 

/^^^^^\ ILIWlONARlOABIUTATOAliALEGALIZZAZiaff 
^^^^^^^^ Dott. Fe^i^ndo Correale 
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"Stefania Ceocarelli " To "'Margaret B Brivanlou'** <mbbnvanlou@jonesday.com> 



cc ""Adriane M Antler"* <amantJer@jonesday.com>. 
<cozzone@tin.it>, ""Ann W Chen** 
03/04/2005 10:55 AM <AWChen@ionesday.com> 

bcc 



Subject R: Dr. Ensoirs patent applications (our ref: 1 1340-008-999) 




i 



Dear Dr Brivaniou, 

thanic you for your e-mail concerning Dr Ensoli's Patent Report. 
We will let you know our instructions soon. 

With reference to the US application in connection with the International Application No. PCT/EP02/04303, 
we are trying to understand what happened. 

In fact it seems that in 2003 we started internal procedures to assignee to Pennie & Edmonds the US 
filing. Anyway, we will let you l<now the results of our research. 



In the case there was some misunderstanding, are we still in time to file the US application, even paying 
for an additional fee if necessary? 



Please, let us know. 



Best regards 



Stefania Ceccarelli 



Messaggk) originate 

Da: Ann W Chen [mailtD:AWChen@jonesday.com] 
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rtedi 1 marzo 2005 23.25 
A: cozzone@tin.it 

Cc: stefania.cecxarelli@iss.it; Adriane M Antler; l^rgaret B Brivaniou 
Oggetto: Re: Dr. Ensoii's patent applications (our ref: 11340-008-999) 



Please see attached. 



The preceding e-mail message (including any attachments) contains information that may be 
confidential, be protected by the attomey-client or other applicable privileges, or constitute 
non-public information. It is intended to be conveyed only to the designated recipient (s). If you 
are not an intended recipient of this message, please notify the sender by replying to this 
message and then delete it from your system. Use, dissemination, distribution, or reproduction of 
tills message by unintended recipients is not authorized and may be unlawful . 
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Margaret B 
Brfvanlou/JonesDay 

Extension 7-3876 
212-326-3876 (external) 



bcc 



To 



cc 



cozzone@tin.it 

""Stefania Ceccarelli*" <stefania.ceccareili@iss.it>, 
amantler@JonesOay.com. awchen@jonesday.com 



03/10/2005 04:39 PM 



Subject 



U.S. National Stage of PCT/EP02/04303 (our ref. 
11340-007-999) 



Dear Giovanni: 

Further to our discussion last week, we have reviewed our files in connection with the above -identified 
matter and we have no correspondence, until the files were transferred to us recently, either ISS or 
Notarfoartolo & Gervasi regarding the filing of a U .8. national stage application for PCT/EP02/04303. 



Best wishes. 
Peg 

Margaret B. Brivanlou, Ph.D. 

Jones Day 

222 East 41st Sti^eet 

New York. New York 10017 

212-326-3876 (phone) 

212-755-7306 (fax) 

MBBrivanlou@jonesday.com 



The preceding e-mail message (including any attachments) contains information that may be confidential, 
be protected by ttie attorney-client or other applk:able privileges, or constitute non -public information. It is 
intended to be conveyed only to ttie designated recipient(s). If you are not an intended recipient of ttiis 
rnessage, please notify the sender by replying to this message and then delete it from your system . Use. 
dissemination, distnl)utibn, or reproduction of this message by unintended recipients is not authorized and 
may be unlawful. 





Express May^o.: EV 531 712 866 US 



IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

First Named Inventor: Attorney Docket No.: 

Ensoli 11340-007-999 

International (PCX) Application No.: 
PCT/EP02/04303 

Filed: 

April 18, 2002 
Title: 

USE OF HIV-PROTEASE INHIBITORS 
TO BLOCK CELL MIGRATION AND/OR 
INVASION, TISSUE INFILTRATION 
AND OEDEMA FORMATION 

DECLARATION OF DR. GIG VAN BATTISTA COZZQNE 

Attention: PCT LegiaUStaff 
Mail Stop PCT 
Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 

Sir: 

GIOVAN BATTISTA COZZONE declares and states that: 

1 . I presently hold the position of the Board Advisor for Intellectual Property & 
Technology at the Instituto Superiore di Sanit^ (hereinafter "ISS"), the Assignee of the entire 
right, title and interest in the above-identified international patent application. No. 
PCT/EP02/04303 (hereinafter "the International Application"), by virtue of Italian national 
law R.D. 29 giugno 1939, n.l 127, which was in existence at the time of Hling Italian Patent 
Application No. RM2001A000210, to which the International Application claims priority. 
Specifically, Italian national law R.D. 29 giugno 1939, n.ll27 mandates that ownership of 
inventions made by an employee, i.e.. Dr. Barbara Ensoli (inventor of the International 
Application), during employment by execution of an employment contract belongs to the 
employer, i.e., ISS. ISS is also the Assignee of the entire right, title and interest in the U.S. 
national stage of International Application by virtue of an assigrunent from Dr. Ensoli. A 
copy of the assignment is enclosed herewith as Exhibit A. 

/ 
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2. By virtue of a consultancy contract with the President of ISS entered into in 
July of 2002, since that time I am responsible for coordinating the filing of the national stage 
applications of the International Application with the Italian law firm of Notarbartolo & 
Gervasi (hereinafter ''N&G*')- I provide this Declaration to explain the mistake in fact that 
led to the unintentional failure to file the U.S. national stage of the Intemational Application 
by the relevant deadline. 

3. On September 8, 2003, 1 was copied on an e-mail from Ms. Elisa Rossetti (an 
attorney at N&G) to Dr. Ensoli (the inventor), in which a copy of a letter dated September 8, 
2(X)3 from Ms. Maria Vittoria Primiceri (another attomey at N4S:G) to Dr. Rosa Martoccia 
(Director General of Administrative Services and Financial Affairs, which the ISS office that 
handles patent matters ("ISS Patent Office") is part thereof) was attached. In her letter dated 
September 8, 2003, Ms. Primiceri enclosed a copy of the Intemational Preliminary 
Examination Report ("IPER") issued on July 29, 2003 for the Intemational Application. In 
her letter, Ms. Primiceri reminded Dr. Martoccia that the last date to enter the national phase 
in the countries of interest would expire on October 18, 2003 and requested that instructions 
for national phase entry be provided to N&G by September 15, 2003. Copies of Ms. 
Primiceri' s letter dated September 8, 2003 and the certified English translation thereof are 
attached hereto as Exhibit B. Exhibit B has been redacted to delete information not related to 
this Declaration. 

4. On September 15, 2003, 1 replied to Ms. Rossetti' s e-mail dated September 8, 
2003. In my e-mail, in which I also addressed Ms. Primiceri of N&G and copied Dr. Ensoli 
(the inventor). Dr. Martoccia, Dr. Paola Sergiampietri (Dr. Ensoli's secretary) and Dr. Paolo 
Monini (a scientist who works in Dr. Ensoli' s lab), all of ISS, I informed Ms. Rossetti that I 
planned to discuss the Intemational Application with Dr. Ensoli and others who are involved 
with the Intemational Application and would provide instmctions to N&G on national phase 
entry before September 25, 2003. Copies of Ms. Rosetti's e-mail dated September 8, 2003 
and my reply e-mail dated September 15, 2003 and their respective certified English 
translations thereof are attached hereto as Exhibit C. 

5. In order to facilitate a discussion with the inventor and others involved with 
the Intemational Application regarding in which coimtries to enter national phase, I 
telephoned the attorneys at N&G on September 19, 2003 and requested that cost estimates for 
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filing national stage applications of the International Application be provided to the ISS 
Patent Office. 

6. On September 22, 2003, 1 received an e-mail from Ms. Rossetti (of N&G), 
copying Dr. Ensoli (the inventor), which enclosed a copy of a letter dated September 22, 
2003 from Ms. Gerli (of N&G) to Dr. Martoccia. In her letter dated September 22, 2003, Ms. 
Gerli provided cost estimates for entering the national phase in countries including, inter alia^ 
the United States, and requested that instructions to enter national phases be provided by 
September 25, 2003. Copies of Ms. Rossetti' s e-mail dated September 22, 2003, and its 
attachment (i.e., Ms. Gerli's letter dated September 22, 2CX)3), and their respective certified 
English translation thereof are attached hereto as Exhibit D. Exhibit D has been redacted to 
delete information not related to this Declaration. 

7. On September 23, 2003, Dr. Ensoli and others who are involved with the 
International Application and I discussed the International Application and agreed that ISS 
should proceed with the national stage applications. 

8. On September 30, 2003, 1 wrote another e-mail to Ms. Rossetti (of N&G), 
copying Dr. Ensoli (the inventor), Ms. Primiceri (of N&G), and Dr. Martoccia and asked for 
a more detailed breakdown of the costs for filing the national stage applications of the 
International Application. Copies of my e-mail dated September 30, 2003 and the certified 
English translation thereof are attached hereto as Exhibit E. 

9. On the same day, September 30, 2003, Ms. Gerli informed me in an e-mail 
that the detailed cost breakdown could not be provided before the October 18, 2003 deadline. 
Copies of Ms. Gerli's e-mail dated September 30, 2003 and the certified English translation 
thereof are attached hereto as Exhibit F. 

10. On October 1, 2003, 1 informed Ms. Gerli in an e-mail, copying Dr. Martoccia 
and Dr. Ensoli (the inventor) that it was not indispensable to have the detailed cost 
breakdown by the October 18, 2003 deadline because that information was not necessary for 
ISS to determine whether to frle national stage applications of the International Application. 
Copies of my e-mail dated October 1, 2003 and the certified English translation thereof are 
attached hereto as Exhibit G. 
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11. In the meantime, I asked Dr, Ensoli (the inventor) to provide instmctions to 
the ISS Patent Office regarding in which countries the national phase of the International 
Application was to be entered. 

12. On October 27, 2003, 1 was copied on an e-mail from Ms. Sergiampietri (Dr. 
Ensoli* s secretary) on behalf of Dr. Ensoli to Ms. Gerli (of N&G), which Dr. Ensoli 
conHrmed her intention to proceed with the filing of national stage applications in connection 
with the International Application and to provide cost estimates for entering the national 
phase in certain designated countries not already included in Ms. Gerli' s letter dated 
September 22, 2003 (see page 4, lines 6-8 of the certified English translation in Exhibit H). 

13. In an e-mail dated October 30, 2(X)3, 1 advised Dr. Martoccia, Ms, 
Sergiampietri and Dr. Ensoli that the U.S. law firm of Pennie & Edmonds LLP (hereinafter 
"P&E") should be entrusted with the U.S. national stage of the International Application (see 
page 1, lines 9-12 of the certified English translation in Exhibit H). This was in response to 
Ms. Gerli's e-mail dated October 30, 2003 in which she asked if N&G should rely on P&E to 
file the U.S. national stage application (see page 3, lines 7-1 1 of the certified English 
translation in Exhibit H). Thus, this e-mail was meant to inform Dr. Martoccia that ISS 
should instmct N&G to request P&E to file the U.S. national stage application. 

14. In fact, in an e-mail dated November 6, 2003, 1 instructed Ms. Rossetti (of 
N&G) that the filing of the U.S. national stage of the International Application should be 
entrusted to P&E and indicated that the ISS Patent Office would be sending N&G 
instructions to that effect later in the day (see page 7, lines 5-8 of the certified English 
translation in Exhibit H). 

15. Contrary to what I believed to have communicated to Dr. Martoccia, the ISS 
Patent Office did not ask N&G to instmct P&E to file the U.S. national stage application. 
Instead, in a letter dated November 6, 2(X)3, Dr. Martoccia asked N&G to file the national 
stage applications in all the designated countries except in the U.S. and informed N&G that 
ISS would directly instmct P&E to file the U.S. national stage of the International 
Application. Copies of I>r. Martoccia's letter dated November 6, 2003 and the certified 
English translation thereof are attached hereto as Exhibit I. I was not copied on Dr. 
Martoccia* s letter of instmctions to N&G. 
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16. It is clear that the ISS Patent Office misunderstood my instructions. As a 
result. Dr. Martoccia issued inadvertently mistaken instructions regarding the U.S. national 
stage application to N&G and, as a result, N&G did not instruct P&E to file the U.S. national 
stage of the International Application. I also did not instruct P&E to file the U.S. national 
stage application under the assumption that, pursuant to my e-mail dated November 6, 2005, 
the ISS Patent Office would instruct N&G to instmct P&E to file the U.S. national stage 
application. 

17. The failure to file the U.S. national stage of the International Application was 
not recognized until after I had instructed the U.S. law firm of Jones Day (hereinafter '"JD") 
to take over the files of the national stage applications of the International Application in 
December of 2004, and after the attorneys at JD had had a chance to review the files of the 
national stage applications by March of 200S. 

18. I was alerted by JD of the potential omission to enter the U.S. national stage in 
a letter dated March 1, 200S from Dr. Margaret Brivanlou (an attorney currently at JD and 
previously at P&E prior to January 1, 2(X)4). Subsequently, upon investigation, I confirmed 
to JD in an e-mail dated March 28, 2005 from me to Dr. Adriane Antler (also an attorney 
currently at JD and previously at P&E prior to January 1, 2004) that this omission had indeed 
occurred, and I authorized the attorneys at JD to begin preparing a petition to revive the 
abandoned U.S. national stage of the International Application. Copies of Dr. Brivanlou's 
letter dated March 1, 2005 and my e-mail dated March 28, 2005 are attached hereto as 
Exhibits J and K, respectively. Exhibits J and K have been redacted to delete information not 
related to this Declaration. 

19. In view of the foregoing, I submit that through inadvertent error based on a 
mistake in fact, the U.S. national stage of the International Application was not timely filed 
by thirty months from the claimed priority date, i.e., October 18, 2003. I further submit that 
the entire delay in filing the U.S. national stage of the International Application until the 
filing of a grantable petition under 37 C.F.R. § 1.137(b) was unintentional. Once I became 
aware of the omission in filing the U.S. national stage application, I further investigated and 
assisted in collecting documents that evidence ISS*s intention to timely file the U.S. national 
stage of the International Application, and provided such documents to JD for preparation of 
the accompanying Petition. 
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20. I declare further that all statements made in this Declaration of my own 
knowledge are true and that all statements made on information and belief are believed to be 
tme and further that these statements are made with the knowledge that willful false 
statements and the like so made are punishable by fine or imprisonment, or both, under 
Section 1001 of Title 18 of the United Sates Code and that such willful false statements may 
jeopardize the validity of the U.S. national stage application of the above-identified 
international patent application or any patents issuing on the U.S. national stage application. 
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^ 10^549958 
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EXHIBIT A 



SOLE 

ASSIGNMENT 



WHEREAS, I. BARBARA ENSOU, ASSIGNOR, citizen of Italy, residing at Via Capo Sottile 25 00139 
S^^'J^'y* ™ inventor of the invention in USE OF INHIBITORS OF THE PROT^SE OF miM^ 
^i^^PJ^S^^ (HIV) TO BLOCK CELL J^i^ATON A>ro/(^SvTsiON 

p^FILTRATION AND OEDEMA FOR THE THERAPY OF DISEASES ASSOCIATED tW 
have executed an appUcation for a Patent of the United States AaauciAi tu THEREWITH for which I 

12 which is executed on S even date herewith or 

IS which is identified by Jones Day docket no. 1 1 340-007-999 

El w*idi is (he U.S. national stage of International Patent AppUcation No. PCT/EP02/04303, filed April 18, 2002 
□ which was filed on , Application No. 

^ iJ^^U" cS^ff reqaestmymom^q). Adriane M. Antier or Margaret B. Brivanlou. at Jones Day, 222 
East 4l8t Street. Ne;^ York. New York 10017, to insert here iTparentheses (Application nLb!^ 

mea ) the filmg date and ^phcation number of said {^plication when known 

^iJ?S2^^i^f fU^ERIORE DI SANITA. ASSIGNEE, a corporation having an address at 299 Viale 

SSiMl^d a^^^SS;- " of6bU^ my entire right, tide and interest^ to and under ti« sSd 

NOW, TIffiREFORE, in consideration of the sum of One DoUar ($ 1 .00) to me in hand paid, and other eood 
SS,'£!^*!.S*22*^°°'i^K 'T^P* °^ acknowledged, I, the sdd ASSIGNOR, hJve^ctSm^ 

^r^^ "^''Sn, transfer and set over, untothe said ySsTC^ 

Its siwcessOT. legal representatives and assigns, my entire right, title and int^st in, to ai^d under the saM inventSn 
fS?.'^%?"!'* Stat« application and all divisions, rentals and continuati^ thereon^d^ Ce^J??^^ 

UmtedStatM which .may be granted tho-eon and aU reissues and extensions thereof; and aU aMlicab^ns foHndSst^ 

r*^"' Wniitation. all applications for patents, utilit^ models^ffiS^ wSSw 
SS^J^SSi^. a"^" m"." " ^'"''e" *° States, together ^ the righTto 

Sd^«^£SS /Z?^ a! Vi^ ^ clT" ^ P'jP^^y "8^*^ said uSited States appli^tion 

und» die Patent Laws of the Umted States, die International Convention for die Protection of Industrial Property or 

^^f\J^ti^J^f^ "^'i protection, including, widiout Umitati^ patents. utiUty Sl^ 

"^^"^ ^- invention in any country or^untries for^gn to die 

Umted States and aU rattensions, renewab and reissues thoeo^ en 

^ *^ ' ?^P?r^. request die Commissioner for Patents and any Official of any countrv or 

oo«ntaes fircign to the Umted States, whose duty it is to issue patents or odier evidence Jt forms of hid^tti^SiS 
protection on apphcations as aforesaid, to issue die same to die said ASSIGNEE, its successors, legal represS^ 
and assigns, macccndance with the terms of this instiument b« 

Ao» I ' "^^^ covenant and agree diat I have fiiU right to convey die entire interest herein assigned, and 

diat I have not executed, and will not execute, any agieement in conflict hnewidL ««"Bncu. <ina 

1—1 I HEREBY furdier covenant and agree diat I will communicate to die said ASSIGNEE, its successors, 

legal represoitatives and assigns, any fiicts known to me respecting said invention, and testify in any le^al proc^dtoa 
sign al l lawfiil papas, execute all divisional, amtinuing, reissue and foreign applications, make all rightful oadis, and 
generally do everydung possible to aid die said ASSIGNEE, its successors, legdl represenVatives and ^igns: toobutin 
and enforce proper protection for said mvention in all countries. » «- . "«uuuu 

IN TESTIMONY WHEREOF, I hereunto set my hand and^al diis day of SgfV ^ 



,2005. 
LS. 



Witnessed 



I Date ■ Printed Name \^ 



L.S. 



L.S. 
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NOTARBARTOLO&GERVASl 



Dt jf. TMM 

Dr & 
Of Mt QuDcM 

»iif.aaMiA 

Dr ssoni 
nt p omMm 

Klg r.Dc AlVM 
Oi M .AMmi 
ur K ctnminl 



nr. (i nuaa 
ore ouma» 

Aw.ti.iaioai 
Aw.FSiiriisaiiui 
AW. M.C9mnM4l 
AW. K bwteidi 
CUKMfeef 



0|sKt}Ui>: Domanda di Brcvctto Tnlcsmfts&ioiialcN. FClVp.lK)2/04303 
i<!p<miala il 18.04.2002 
a noiYitt ISnrUTO SUPJEIUORE DT SANITAl 
dal tito)o: ^^Uw of inhibitor of protcnw prihqhinnau 

Kivcntore: Barfoaini ENSOLI 
tit 2770PTWO/er 



Spelt. 

ISTITUTO SUPERIORS DI SANITA' 

Scrvjzi AmminbOraUvs 

DivisJone VIII -Contratti 

e.a. Dr.sn Martuoda 

Viale Rcgina Elena 299 

00161 ROMA 



MUano» 08.( 



lbSET03 j 



imnninuMlufiticiiay virus (JIIV).. 



Cch riftsrimento alia domandtt in ogfic!to« Vi Irnsmettiunio copia ddrintemaliunal 
Pfdiininpry bxamination Report cnicsso in data 29.07.^003. 




fOil 
U01U 
3513 


1 Mdimo 
TMtO. 


Holy cof9odfFurw>««iii»itf *3a a» !u\7nnn 
Germany RiivnwmiMSi hu lu^Wftiiuiia 
FMiaomftMrl yfeilleuo.a t4t iivi V«64a30 

KMy vd.sswoi&aa oa lOHimHisM 
sa^ tuatiRuiona lo 04i» tmH47 
tiatf CdmoicoiMicma ♦ja uii 44«it733aow 


^ m» 51701660 maiar^paient db 
«Ai AAi 0084331 nOPMmaiktaLfiQm 
>30 OGC 2mma noaacMmgiMicnUi 

ijaoif anMOfli iMiMaMMMl 
M #a| 0t| lawn mwmucmM 




mm 








to SviAii 













mi 



Rdstando a Vobtni disposiztonc per I'evaiiuul^ ^ 
utjcsa di un VosUo cortcsc ri:sci>ntio sui passi di 
pc rgiam ) i iiostri migliuri saluU* 



Ccn 



Pac3 



il.C.8, 




Vocciuiono Vi riomlianio chc U tcntiine ull imo per potcr prowcilere alle fun na^ionali 
di Vo8Ux> mtereiLse scadrt in data tHMMOi 



prcparazionc di pievcntwi di $pesa cd in 
intn^rendcfc cntro il 15.09^II03» ciin rciccasionc 



NOTARBARTOLO A OERVASI 



[NOTARBARTOLO & GERVASI LETTERHEAD] 
[LIST OF PARTNERS AND ASSOCIATES! JC17ReC'd PCT/PTO 15 SEP 2005 



Messrs 

ISTITUTO SUPERIORS Dl SANITA' 
Financial Services 
Division VIII - Contracts 
C/o Doctor Martocda 
Viale Regina Elma 299 
00161 ROME 



STAMP - ISTITUTO SUPERIORE Dt SANITA' - 
ROME 
043355 10 SEPT. 03 
PUEGBL^ 



Milan. 08.09.2003 

Ba: International Patent Application N. PCT/EP02/04303 

Deposited on the 18.04.2002 

On behalf of -ISTITUTO SUPERIORE Dl SANITA- 

Bearfng tWe: 'Use of lnhit>itors of protease of the human immunodeficiency viais (HIV) 
...'Inventor Barbara ENSOLI 
Our ref. 2770PTWO/er 

With reference to the application in hand, we forward You a copy of the International 
Preliminary Examination Report issued on the 29.07.2003. 




With the occasion, we remind You that the last date to provide for the national phases in the 
Countries of Your interest will expire on the 18.10.2003. 



Remaining at Your disposal for the preparation of any expense estimates and awaiting Your 
kind reply for the actions to be taken within the 15.09.2003, we send You our t>est regards. 

NOTARBARTOLO & GERVASI 
Maria Vittoria Primiceri 
pilegible Signature] 



X * ^ T 3 A £ I>I R0 1Wfi|^ 

VERBALE Dl GIURAMENTO 



CRONOLOGICO 

N. ..'46 5 1.0.. 

-Roma.*.?.6j.!';.??.'!5 



Addi 



■^■■9 BTU'70ff5' ^' sottoscritto CanceMere d presente il IL COL^BORATORE 
Signer: 

documento: ...??...4... N. R^fj^.^.^Sf^O M 

rilasciato da ./HCsT^^...^^.t^. il ^St^O.Sijls^!?t7.. 

it quato chtede di asseverare con giuramento il suesteeo atto. lo 
Canceltiere, prevte ammonizioni di legge, invito il comparente al 
giuramento« dtm eg! presta ripetendo: "Giuro di avere bene e fedetmenta 
adempiuto airmcarico affldatdmt al 5(o(o scopo di far conoscere la verttft". 
Lefto. confermato e sottoscritto. 

. oiRETTOREDlGANCELLERIA 
(GiovannaOionett^ 




APOSTILLE 

Convention de la Haye du 5 octobre 1961 

REPUBBLICA ITALIANA 

II presente atto d stato sottoscritto da . 
Agente in quality di 

t segnato dal contrassegiio/tiinbroTnb^}!!!!..?!.^:?.?'^^ 

ATTESTATO 

dalla Procura della Repubblica presso il Tribunale Ordinarlo dl Roma 
in data* l.?.l!!:..?.??Je sotto il N. .illlU d9\ Reg. delle Apostille 
Con sigiilo deU'Ufficio legallzzazionl. 

ILRJlfflONAffiOABiUTATOAUuALEGAUZZAZIONE 




Don. 



\ando Correale 




^0^549958 

IT C 
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Rosseta Ellsa 



Da: ' (>>zzone Giovari BatUsta [G02zone@tin.it] 

Inviato: lunedi 15 settembre 2003.8.49 

A: Rossetti BIsa; Prfmjcerl Maria Vittoria 

Cc: en8oli@i8S.it; "Dottssa Rosa Martocda"; Paola Sergiampietii; Paolo Monini 

Oggetto: Caso 2770PtvyO (Patent PI) 

VI comunlcb Che in data 23 setteml^re discuteremo (invehtori e B 
sottoscritto) di una t>ozza dl documento a risposta deile obiezioni re 
caso in o^jetto. 1^ data dd 15 settembre d per noiimproponlbile; 
ii documento deflniUvo sard pronto, salvo imprevisti, entro il 25 di 
settembrSi 

CordiaUSaluti 

Giovanni Cosone 

Advisor del CdA in materia di strategia e gestione 
deile attivitdbrevettualie Technology Transfer . 
iSTlTUTO SUPERIORE DI SANITA' . . 

Tel: +39 347 782 d440 
"^ajc +39 08 233 231 988 . 

> > — Messdgg^ originate-^ • 

» Da: Rosseta Blsa [mailto:e.rQssetti@ngpatent.it] 

» inviato: lunedi 8 settembre 2003 15.05 

» A: ensoii@l88.it 

» Cc: cozzpne@tin.tt 

» Oggettp: casb 2770PTWO 

»''/■■■ 

» 

» «ca80 2770PTWO.Iettera e IPER:pdF» 
» \ . . 
» Vi trasmettiamb in ailegato la nostra iettera, che la Dr.ssa l\^artpccia 
» riceveid oggi via fax, dl commento al rapporto finale deil'Esaminatore a 
» fironte del easb in oggetto. 

>>•..•*'■. ^ 
» Cordiisdi saiuti. 
» . . . • 
» Elisa Rossetti 

» NOTARBARTOLO & GERVASi 
» Corso di PortsI Vittoria, 9 
» 20122 Milan (Italy) 
» ' . . 

» *+39P25417S91 
» *+39 0264179920 
» malfto:notage@ngpatentit 
» maiito:e.rossetti@ngpatent.it 

> > 



>Attachment converted: Macintosh HD:ca80 2770PTWO Iettera e 1 1 PDF 
>(PDF /CARO) (001847F6) 



er essere sottoposti alia valutazione del Consigiio di Amministrazione di ISS. 



1 




EXHIBIT 2 

Rossettl Elisa . 

From: Cozzone Giovan BatUsta [oozzone@tin.it] 
Sent: Monday, 15 September 2003, 08:49 a.m. 
To: Rossetti Elisa; Primiceri Maria Vittoria 

Cc: ensoli@iS8.it; "Dr. Rosa Martooda"; Paola Sergiampietri; Paolo Monini 
Re: Case 2770PTWO (Patent PI) 

I infomi You that on the 23"* of September we (the inventors and myself) shall discuss a 
draft in reply to the objections raised against the case in question. The 15^ of September 
is out of the question for us; the final document, circumstances permitting, will be ready 
wittiin the 25^ of Septemk>er. 
Yours sincerely 
Giovanni Cozzone 

Advosor of the Board of Directors as regards strategy and management of the patent 

activities and Technology Transfer 

ISTITUTO SUPERIORS Dl SANITA* 

Tel.: +39 347 782 9440 

Fax +39 06 233 231 988 

» Original message 

» From: Rossetti Elisa [maiito: e.rossetti@ngpatentit ] 

» Sent Monday, 8 September 2003 15:05 p.m. 

» To: ensoli@iss.it 

» Cc cozzone@tin.it 

» Re: case 2770PTNA/O 

» «case 2770PTWO, letter and IPER.PDF» 

» We herein enclose our letter, that Dr. Martocda will receive today via fax, commenting 
» the final report of the Examiner on tiie case in question. 
» Yours sincerely. 
» Elisa Rossetti 

» NOTARBARTOLO & GERVASI 

» Corso di Porta Vittoria, 9 

» 20122 Milan (Italy) 

»*+39 025417991 

» *-i'39 0254179920 

» maiito: notage@ngpatentK 

» maiito: e.rossetti@ngpatentit 

> Attachment converted: Macintosh HD; case 2770PTWO letter and 1 1.PDF 

> (PDF/CARO)(001847F6) 

To be submitted to the evaluation of the ISS Board of Directors. 




T R I l^fe NALE DI RO CRONOLOGICQ 

VERBALE Dl QIURAMENTO Roma, 1?6.?005 

Addi ...^.2>iM»^^$.... avanti al aottoscrltto Canceliiere 6 presente H IL COi£|B6/l4710/|f 
Signor: 

documento: .MAlJ^fi/.l^t^. 

ifkiAciato dtt*%VfXltK/f7?..T*/^>^^«.«»* il m'^M.\ik0^»^S^i^.m.. 

W qu^a chiede di^asaieverare con giuramento 11 suesteso atto. lo 
Canceliiere, previe^'animdhizioni di legge, invito ii comparente al 
giuraimnto/ cHe egn presta ripetendo: "Gfuro di avere bene e fedelmenta 



adempiuio all*incaric0li#dcrtj^^ eblb scope di fat^noscef a lei VQiltifV 



ketto. confermato e sottoscritto. ' "'^'IM^ 




Convsr'li";") Haye du 5 octobre 1981 
/ R^PUDBLICA ITALiAMA 
n presonte atto e stato soUoscrilto da .1/^(^1.^:.^^^ 

Agenda in qualila ,^.M.(^.moMJ±.m(^^^^^^^ 

... . Tribunule OiUinario di Roma 
E segnato dal contrassegno/tiinbro a~ 

ATTFSTATO 

da!la Pm^ma detlajto^bltca presso il Tr'toale Ordmario if Roma 
in data sotto il N. .iQ.mUei Reg. delie Apostiila 
con sigillo deskruaitlo .l^!iz2a2Ui)m. 

<S55^ ttf^ONAMOABIUTATOAllAlEQAUZZWlONe 




\ 



EXHTOITD 10^549958 
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RossettI Ellsa 



Da: - RosdettlBlsa • 

Inviato: Junedl 22 settembre 2003 16;18 

A: •cozzone@tln.if 

Cc: ' ^ 'ensoli@i88.if ; Primiceri Maria Vittoria 

Oggetto: caso 2770PTWO 



preventivo caso 
2770Pr.doc 



VI trasmettiamo in ailegato il nbstro preventivo per il caso In oggetto. 
Cordlall saluti. » 
Elisa Rossietti 

NOTARBARTOLOSGERVASI . 
'^orso dl Porta Vittoria, 9 
^0122 Milan (Italy) 

*+39 026417991 

*+39 0264179920 

mailtQ:notaae@nQDat6ntft 

m^lltp;^>rpgseffig>nqpatgiil,tt 



# 



Spett. 

ISTTTUTO SUFERIORE DI SANTTA* 
Servia Amministrativi 



IXviabm \an - Contratti 
ca. I>r,^sa Maitocda 
VialiB ReglDa Elena 299 
00161 ROMA 




Milano. 22.09.2003 



Oggetto: Domanda di Brevetto Intonazioiiale N. PCT/B>02/04303 
depositata il 1 8.04.2002 
a nome ISTTTUTO SUPERIORE DI SAMITA* 

dal titolo: 'Vx of inhilntacs of protease of the human immunodeficiency virus (HIV).. 

laventore: Baibara ENSOLI 

Ns.rif.2r76PTWd/er 



Con riferimento al caso in oggetto ed a s^;uito deg|i accoidi telefonid intercoisi con il Dr. 
CozzooB in data 19.09.2003, Vi diamo il nostro prevoitivo per le &si nazionali per gli stessi Paesi 
in cui era gi& stato depositato il piecedrate brevetto della I>r.ssa Qisoli, ns. caso 1354PT: 





Tasse affidali 


Ns. onoratte 


Spese 


Totale 










Rosseta Ellsa 

From: Rossetti Elisa 

Sent: Monday. 22 September 2003 16:18 p.m. 
To: cozzone@tin.it 

Cc: ensoii@is8.it; Primiceri Maria Vrttoria 
Re: case 2770PTWO 
[word doc.] 

budget case 2770PT.doc 

We herein enclose our budget for the case in question. 
Yours sincerely. 
Elisa Rossetti 

NOTARBARTOLO & GERVASI 

Corso di Porta Vittoria, 9 

20122 Milan (Italy) 

•+39 025417991 

*+39 0254179920 

mailto: notaae@nQDatent.it 

mailto: e.rossetti(3>nQpatentit 



REDACTED REDACTED 



r 

REDACTED 



REDACTED REDAcItED 













''SmaDEntily*' 











REDACTED REDACTED 



REDACTED 



"E^^^^" REDACTED 



Restiamo in attesa di ricevere Vostre cortesi istruzioiii, entro e non oltre il 25.09^003, in 
merito ai passi da intrqnendere, con I'occasione poigiamo i nostri migliori saluti. 



NOTARB ARTOLO & GERVASI 



AxinaGerli 



[EXHIBIT 1] 

ISTITUTO SUPERIORE Dl SANITA' 

Administrative Afftiirs 

t^lvislon VIII - Contracts 

Care of Dr. Martooda 

Viale Regina Elena 299 

00161 ROME 

« . . ^ . « 22.09.2003 
Re: International Patent Application N. PCT/EP02A)4303 

Deposited on the 18.04.2002 

On l)ehalf of: ISTITUTO SUPERIORE Dl SANITA' 

Title: "Use of inhit>itors of protease of the human immunodeficiency virus (HIV) " 

Inventor Barbara ENSOU 

Our ref . 2770PTWO/er 
With reference to the case on hand and following the telephone agreements exchanged 
with Dr. Cozzone on the 19.09.2003. we forward You our iHJdget fbr the national phases 
fbr the same countries in which the previous patent of Dr. Ensoli was deposited, our case 
1354PT: 



I Official taxee i Our fee 



I Expenses | TotaT 



REDACTED 



REDACTED 



REDACTED 



REDACTED 



REDACTED 



j5> 



"small entity" 



PMnmnd Your Mnd inslructioha^ wHhin the as t6 the steps to be taken, we 

am Mst insganf & 

'^#4/ NOTARBARTOLOftGERVASI 

Anna Geil 



XRI^LJNALE DI R O 

UffiCiO Atti Notorl - Per«>>ic n T. .^..^t^^j 

VERBALE Dl GIURAMENTO 
Addi ...l.^.kll.Q:.?.Q(l$..... avanti al sottoscritto Cancelliere h presente il IL i 

SIgnor: ..f^JAAi^././^/.. ^./.UC/.O 

documentor .t!At^.^.T.^..,ia:ii.T9. N. 'Rjti.^.ccB33.9c>M 

ritoMiato ^fL.a'^lk-.^/ti. il ,.2J^.si>.B^go2._ 

W qu»ia chiede di asseverare con giuramento fl suesteso atto. lo 
Cancaliiere, previa ammonizioni di legge. Invito 11 comparente al 
giuramento, cl^e egli presta ripetendo: "Giuro di avere bene e fedelmente 
adampiuto ail'incarico affidatdmi al solo scopo di far conoscera la verit^". 
tatto, confermato e sottoscritto. 



CRONOLOGICO 

N^8063 • 

Roma, 1.2 L|jypj|5 




. APOSTILLE 

^ , ■ - i-( i-inve du 5 octobre 1961 

rripirnai IGA ITALIAN A \ 

„ nresente alio e state soiloscrilto ^^^^'^^f '"^^ 

A -onte in quanta d. Trim^^ae o«ai.'-"0 di Roma 

Escgualodal eDnUa3segnaAiH:bro 

AT luGTATO 

Procura della nepubbiica p.occo il Tyb.nale O^.inario di Roma ff 
con siglllo deU'Ullicio legaliizazioni. 



••••»•••••••••• 
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Gerll Anna 



Da: Rossetti Ellsa 

Invldto: martedl 30 settembre 2003 14.10 • 

A: GertfAnna 

Oggetto: I: caso 2770PTWO 



D*f . CaczoniB Giovan Batfista ISMTP:ccxzzone®linjq 

Invfato: martacfl 30 settambra 2003 14.04 

A* * n ■ iil biima 

^ Nossaoi BBsa 

BARBARA ENSOLI; Primiceri Maria Vittorfa: "Dottsaa Rosa Martocda 
Oggetto: Ra: caao 2770PTWO . • 



> <<preverUv0 caao 2776Pf .doc>> 
> 

>VI traamettlamb In allegato II nostro preventivo per II caso In oggetto. 
>Ck}rdialt salutl. 

s ' . ■ 

>Qlsa Rossetti 

>KlOTARBARTOLO & GERVASI 
>Corso di Porta Vittorfa. 9 
>20122MBan (Italy) 

>■.'.. 

>*+39 02541 7901 
>*+39 02541 79020 
>mantp:notage@ngpatent.tt * 
>maiKD:e.rbs8etti@ngpatentK 
> 

>Content-Type: appllcation/msword; 
>. namess"preventfvo <:»80 277bPT.doc" 
>Content-Descrfptlon: preventivo caso 2770PT.doc 
>ContBnt-Dt8po8itlon: attachment; 
> fiiename="preventiVo caso 2770PT.doc" 
, > 

>Attachment converted: Macintosh HDrpreventlvo 
>cas6 2770PT.doc (WDBN/MSVyD)X0018807C) 

Giantlle Dottoressa 

Alia luce del costi elevatlssimi delle fasi 
nazionali , e per poter valutare In dettagiio le 
singole componenU dl tali costi con roblettivo 
della loro riduzione per le occasion! future, le 
sard grato se vorrd fomird I seguenti dati: 

A. Numero totale pagine def brevetto 

B. Numero totale pagloe da dlsegno 

C) II breakdown del costi denominati da N&G Tasse ufRclali in: 

a) costi traduziohe per fase 

b) lasseperfase 
Cordiali Salutl 
Giovanni Gozzone 

Advisor del CdA In materia di strategia e gestione 
delta attlvltd brevettuali e Technology Transfer 
ISTITUTO SUPERIORE DI SANITA' 
Tel: +30 347 782 9440 



Fax: +39 06 233 231 




(EXHIBIT 5] JiUi.u .L-Ui 

N Gerll Anna 

From: Rossetti Elisa ' 

Sent: Tuesday, 30 September 2003 14:10 p.m. 

To: Gerii Anna 

Re: case 2770PTVVO 

- Original message - 

From: Cozzone Giovan Batbsta [SMPT: cozzone@tin.it ] 
Sent: Tuesday. 30 Septemk>er 2003 14:04 p.m. 
To: Rossetti Elisa 

Co: BARBARA ENSOLI; Primiceri Maria Vittoria; "Dr. Rosa Martoccia" 
Re: Re: case 2770PTWO 

> «budget case 2770PT.doc» 

> We herein enclose our budget for the case in question. 

> Yours sincerely. 

> Elisa Rossetti 

> NOTARBARTOLO % GERVASI 

> Corso di Porta Vittoria, 9 

> 20122 Milan (Italy) 
,*+39 02547991 

*+39 0254179920 

mailto: notage@ngpatent.lt 

maiKo: e.rossettj@ngpatentit 

> Content-Type: application/msword 

> name = "budget case 2770PT.dod' 
>Content-Oescription: budget case 2770PT.doc 
>Content-Oisposition: attachment 

> filename: "budget case 2770PT.dotf' 

> Attachment converted: Madntosh HD: budget 

> case 2770PT.doc (WDBN/MSN/VD) (00188070) 
Dear Doctor. 

In the light of the very high costs of the national phases, and in order to examine in detail 
each element of such costs to reduce them for future occasions. I would appreciate if You 
could kindly send us the following infbnnation: 

A. Total number of pages of the patent 

B. Total number of pages containing pictures 

C. The breakdown of the costs called by N&G: "Official Taxes divided in: 

a) translation costs per phase 

b) taxes per phase 
Yours sincerely 
Giovanni Cozzone 

Ad^flsor of the Board of Directors as regards strategy and management of the patent 
activities and Technology Transfer 
ISTITUTO SUPERIORE DI SANITA* 
Tel.: +39 347 782 9440 
Fax: •t-39006 233 231 988 



BUNALE 1>I R ^^.1 A CRONOLOGICO 
Ufficio Atti Notorl - P<.rl»tc « r.-.^^,,,.!^,^; V?|.?.P..,?.?..,.. 
VERBALE Dl GIURA1UENTO Roma,l.?iH?;.??.?j 
avanti al sottoscrltto CancelKere d presents H /L COLLAB&ntTORB 

Slgnor: ...^./ji/^A/./.^/. S^./.£/X/.0. ' 

documento: .£AtM.^X^...^.if.T9. N. l^tL^.^SS3.9^M 

rlteiiciato da-^^.<5'72^..r•/^/^^ ii .:!^.^.xikB^(%.^.... 

II qua^a chiede di asseverare con giuramento II suesteso atto* lo 
Cancelliere, previe ammbnizloni dl legge, Invito fl comparente al 
giuramento, che egll presta ripetendo: '*Giuro di avere bene e fedelmenta 
adempiuo airincarico affidatbmi ai solo scope di far conoscera la verit4\ 
ketto, confermato e sottoscrltto. 

4^Za^ — 



t 

APOSTfLLE * 

Conventior; riiT In rlaye d.-j 5 x:)Ctobre 1961 
nZi'VVUUO/K ITALfANA \ 
. it presen'o alto e stalo c.;.:;occri!:o da JiQ{?^{B:..£.0(rO/^J,e^4^^f^ 

Agente in q!;a!i!a (l\..(^}.^M^f^.M:.'?.QO(^.f}.{'^/^.±. 

^ , . I . , Tribunalc Ordinario di Roma 

E segnato dal coiiiiasscjno. ii.^icr"":^:" 

AtTt-GTAlO 

dalla Procura della Repubbiica presso il T&ibunale OrdiiMifiodl Roma 
Un dat^ e solto il N J.5!.<.4?.(.^ deJ fle^. delfe Apostilft 
epn sigillo dell'Uiiido legaiizzazioal. 




iFUHBONAWO/mJTATOAUAlfeAlBZfflO^ 



I 
I 



'10'549958 

ITF 

JCITBec'dPCT/PTO 15 SEP 2005 



Gerll Anna 



P*a: GertI Anna 

Invtato: martedl 30 settembre 2003 14.18 

A: • 'ouzbna^tfni^if 

*Hfgetto: APreventlvoca8o2770PT 

Egregio Or. Cozzone,. 

B. 38 TAVdE bA biSEGNO 
AOTluniaefBl N. 28 RIVENDICAZIONr 

Per I terzD quesfto dovrei rlprendere di nuovo tutto il lavbro svoito In auanto ii mio r%rn#ir«i»»« ...i 

Cordiali saluti * 
AniuiGcril . 

NdTARBARTOLO&tSERVASI V 
Coreo di Pocta Vtteorta, 9 

70122 Mflari(Kaly) V " 

9+30 025417001 
a.'i'39 0254170920 



I 



1' 



[EXHIBITS] 

GUI Anna 

From: GertI Anna ' — 

Sent: Tuesday. 30 September 2003, 14:18 p.m. 
To: cozzone@b'n.it 
Re:ABudget case2770PT 
Dear Dr. Cozzone, 

I can answer immediately Your first questions- 

A. 59 PAGES 

B. 36 PICTURES 

I would add N. 26 CLAIMS. 

To answer the third question, I should examine al the work carried out because my 
programme supplies me only one total, and considering the very short time at disposal fbr 
the preparation of the national phase (18"' of October 2003), I cannot satisfy Your request 
Yours sincerely 
Anna Gerii 

NOTARBARTOLO & GERVASI 
Corso di Porta Vittoria, 9 
20122 Milan (Italy) 
Tel.: +39 025417991 
Fax: +39 0254179920 
mailto: notaQe<a>nQDatent it 
mailto: a o eriiflanapatent it 



UNALE DI R A CRONOLOGICp 

Ufflcio A Hi Notorl - P<.ri»tc c Tr..H.,^»^n| N. 

VERB ALE Di GIURAMENTO Rbma3.2A?H??5 
Addl lY i-lUBJ???..... avanU al sottoscrftto Cancelliere d presente il /L COi^i^RArORe 

S\Qr^\ .:!f^,/,A^Al./.^.<. f?Q./.UCX.O, ' 

documento: .r!dr^a/.r^.../9:(^.VSf. N. St^^o^StS.^O/T 

rB«i:ciato da-l^<;r^..r./£^ ii ..;«?.^»<>^.^,iC?R2... 

I qu«ie cliiede di asseverare con giuramento il suesteso atto. lo 
Cancelliere. previe ammonizioni di legge, invito II comparente al 
giuramento. cl<ie egli presta ripetendo: "Giuro dl avere bene e fedelmente 
adempiuco all'incarico affidatbml al ^oip so^pp di far conoscera la verft4". 
totto. confermato e sottoscrltto. ' ' ' 



APOSTILLE 

Convention de la Haye ciu 5 octobre 19»l 
• REP U DOLSC A ITALIAN A ' 
u'oresente alio e stato sottoscnUo daP.errM.fr:.'?:.'.-....-.-.-^--. 

Agente in qualita di TWbun^e Ordinario di Roma 

t seQnato dal contrissegno/titn'oro 

dalla Procura tea Repubblica presso H Tribunale Ordinario di Roma 
"P? 2 LU6. 2005^ 3,,, „ Jf del Reg. delleApostilli 

in OBIS 

con sigillo dell'Oflicib legalfzzaztoriu 



EXHmiTG iO'549958 

JC17Rec'dPCT/PT0 15 SEP 2005 



Gerll Anna ^ • . " - 

Da: GerMAnna 

Inviato: mercolckfl 1 ottobre 20Q38.17 

A: 'Cozzone Gipvan Battista' 

bggetto: R: APreventfvo caso 2770PT ' 

Egre^ Dr Cozzone, 

Far6 fl possibile per soddlsfare le Sue richieste; net frattempo Le sarei grata 8e potesse darci la conferma del Paesi * 
perchd, soprattutto per quelli a traduzione, potremmo correre il rtschio dl non riuscira a rispettare i termini, vista anche 
I'amptezq del testo. 
Grazle e cordial! saluti. 
Annia Gerll 



— MooDpgglooftgtnala — ; . ' 

Dft: Cozzone l3o>m BattSsta [SMTPMXizzbne(91fri.iq 

Invtato: mercotodl t ottobrs 2003 6.00 
A: Gfiri) Anna 

6c: -DotUsaRoa^aMartDcda'*; BARBARA ENSOU 

Oggetto: Re: APrevanttvo caso 2770PT 

Gentile Dottoressa, 

la ringrazio per le rispHDSte riportate dabasso; per cid che conceme il resto, non 4 necessario 
che Lei invii il breakdown entro I1 18 ottobre; per la fine di ottobre va bene? 

Come sottollneato nel mid email i dati ci servono per 11 future non per il problerna contingente. 

CoixJIall Saiuti 

Giovanni Cozzone . 
Advisor del CdA in materia di strategia e geotione 
delle atUvitd brevettuali e Teciinoiogy Transfer 
ISTITUtO SUPERIORE DI SANITA' 
Tel: +30 347 782 9440 
Fax: +39 06 233 231 988 



Egregio Dr. Cozzone. 

Sono In grade di fomirLe una rispdsta immediate alle prime sue domande come segue; 

A. 59PAGINE . 

B. 36 TAVOE DA DISEGNO 
Aggiungerei N. 26 RIVENDICAZIONi 



Per il terzo quesito dovrei riprendere di riuoyo tutto il lavoro svoito in quanto il mio 
programma mi fomisce soto un totale e visto il brevissimo tempo a nostra disposizione |3er 
la predisposizione deila fase nazidnale (18 ottobre 2003) non sono in grade dl soddisfarLa. 
Cordial! satuti 

Anna Gerll 

NOTARBARTOLO & GERVASI 
Cerso di Porta Vittoria. 9 



20122 Milan (It^^ 

*+39 02641 7991 

*+39 02641 79920 

* mailto:notagd@ngpatentyit 

maltto:a.ger1i@ngpatent.tt 



[EXHIBIT 7] 
Gerll Anna 

From: Gerii Anna 
Sent: Wednesday, 1 October 2003, 08:17 a.m. 
To: "Cozzone Giovan Battista" 
Re: R: ABudget case 2770PT 
Dear Dr. Cozzone. 

I will do my best to satisfy Your requests: in the meantime, I would be glad if You could 

confirm the Countries, especially the ones to be translated, because we could risk to fail to 

respect the deadlines considering also the bulk of the text 

Thank you. 

Yours sincerely 

Anna Gerii 
' - - Original message - 

From: Cozzone Giovan Battista [SMTP: cozzone@tin.it] 

Sent: Wednesday, 1 October 2003, 08:00 a.m. 
■>\ to: Gerii Anna 

Ca "Dr. Rosa Martocda"; BARBARA ENSOLI 
* F?e: Re: ABudget case 2770PT 

Dear Doctor, 

Thank You for the answers that You kindly supplied; as far as the rest is concerned. You 
do not have to send me the breakdown within the 18t^ of October; would the end of 
Odtober be fine with You? 

As I pointed out in my email, the infonmation requested is needed for the future and not for 
the current problem. 
Yours sincerely 
Giovanni Cozzone 

Advisor of the Board of Directors as regards strategy and management of the patent 
^ actiS/ities and Technology Transfer 
ISTITUTOSUPERIORE Dl SANITA 
Tel.: +39 347 782 9440 

Fax +39006 233 231 988 

Dear Dr. Cozzone, 

I can answer immediately Your first questions: 

A 59 PAGES 

B. 36 DRAWING TABLES 

I would add N. 26 CLAIMS. 

To answer the third question, I should examine al the work carried out because my 
programme supplies me only one total, and considering the very short time at disposal for 
tt>e preparation of the national phase (18^ of October 2003) I cannot satisfy Your request 
Yours sincerely 
Anna Gerfi 

NOTARBARTOLO & GERVASI 
Corso di Porta Vittoria, 9 
20122 Milan (Italy) 
Tel .+39 025417991 
Fax +39 0254179920 
maitto: notaoe^nQDatentit 
maito: a.QQrti(a>noDatent it 
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T R tWU NALE OI RO KTA 

Uffjglo AtH hlM^ri - PcrtyJc c Tr...rf..>f^ni 

VERBALE Dl GIURA1MENTO 




8 0 6 3 

Aodi auanti al sottoscritto Cancellfere d presente (I /L CO* 

Signor: ...^./AA/A/././^/. 

documento: ,>S</5EA^Xi^.../*f!{.^. N. SjMil^!S'S.^3i9^^ 

rtlaisciato da-l/f/f?r/.iw..r./^^ il ..1^M%4ij8^^.C»Jik... 

n quaia chiede di asseverare con giuramento il auesteso atto. to 
Cancalliere. previa ammoniziooi di legge. Invito il comparente al 
liuramemo. che egli presta ripetendo: ^Qiuro di avere bene e fedelmanta 
adampiuto airincarico aff kJatdmi al solo acopo di far conoscerct ia verftk\ 
Ketto, confermato e sottoscritto. 



CRONOLOGICO 



Roma. .U.AttpJOP! 




TOfie 



f 
I 



APOSmLE 1 

Convention do la Haye dn 5 GCto'bTe 1961 . 

REPUDOIJCA ITALfANA 
II presento atto e stato sottoscritto <S,}iM^(k.M0.dL^rm.,y^^^ 

Agente in quality di ..M^^.^fTTO?^. AL./S^^^^£^^^^^^ 

, . , Tribunale Ordiiiurio di Roma 
1^ segnato dal cohtrassegnc/lmibro i^lViS-?.. 

ATYESTATO 

dalla Procure deta Sepobbiica prcsso 11 Tribunale Ordlnario di Roma 
in dati .?.):!?.®.'.?!?^. e sotto il N. Reij. delle Aposfflte 

con sigillo deH'UWicia Jegsafeiaziloisi, 



\ FUMBOtWaO ABIUTATO ALLA LEGAUZZAZiONE 
Don. f^f^mndo Corwale 




/jiia: Tv.- ' i ! ^ 



10^549958 

jC17ftec"dPCT/PT0 15 SEP m 



30/10/2003 



To: "Paola Sergiampietri" <sgpietri@iss.it>, "Dott.ssa Rosa 
Martoccia":dirgensa@iss.it, monica.nusca@iss.it;, BARBARA ENSOLI 
<ensoli@iss.it> 

From: Cozzone Giovan Battista <cozzone@tin.it> 
Subject: Re: PATENT PI (Rif. N&G: 2770PTWO/er) 
Cc: 
Bcc: 

Sull'ultimo punto, suggerlsco affidare la fase nazionale USA a Pennie & 
Edmunds. 

Giovanni Cozzone 



> — — Messaggio originale 

> Da: Gerii Anna [mailto:a.gerll@ngpatent.it] 

> Inviato: giovedi 30 ottobre 2003 15.43 

> A: Barbara Ensoli 

> Cc: Primiceri Maria Vittoria 

> Oggetto: R: PATENT PI (Rif. N&G: 2770PTWO/er) 

> Priorita: Alta 
> 

> 

> Gentile Dr.a Sergiampietri, 

> Con riferimento alia sua e-mail del 27 corn desideriamo precisare quanto 

> segue: 

> 1) non abbiamo mai ricevuto da Vol alcuna lettera datata 30.9.2003 e 
neppure 

> successive comunicazioni 

> 2) In data 20 ottobre abbiamo ricevuto da parte del Vostri UfficI 

> Amministrativi la lettera da Vol Indicata con richiesta di un preventivo 
piu 

> dettagliato 

> 3) in data 23 ottobre via fax "Contratto di affldamento incarico" da parte 

> dei Vostri Uffici Amministrativi 

> ci6 premesso ci siamo subito attivati per II deposito delle fasi nazionali 

> nel PaesI cui Vostro elenco. 

> A questo riguardo e con riferimento alia sua e-mail del 29-10-2003 

> Indirizzata alia Dr.a Primiceri facciamo presente quanto segue: 

> 1) la domanda di Brevetto Europeo (con termine 31 mesi) verrS estesa 
anche 



1 



> al seguenti PaesI: Albania, Romania, Slovenia, LItuania, Lettonia 
Macedonia 

> perquanto rlguarda Repubblica Ceca, Repubblica Slovacca, Bulgaria 

> Estonia ed Ungheria (con termine 31 mesi) abbiamo gia passato istruzioni 

31 

> nostri 

> corrispondenti dl procedere 

> 2) Delia Convenzione OAPI fanno parte anche Guinea Bissau e Guinea 

> Equatorlale (termine 30 mesi) 

> 3) Delia Convenzione ARIPO fanno parte anche Mozambico, Sierra Leone e 

> Zambia (termine 31 mesi) 

> 4) La Turclila fa parte della Convenzione Europea (termine 31 mesi) 

> Per quanto riguarda infine la preparazlone di un preventivo analitico Vi 

> preghiamo di voler pazientare sino alia prossima settimana 

^ I'occasione vorremmo altresi che ci precisaste se per 11 deposit© in 

> U.S.A. dovremo appogglarcl airufficio Brevetti P&E, a cui e stata girata 

> gestione della Vostra precedente domanda (ns. rif. 1354PTUS). Vi facclamo 

> presente Che la questlone riveste particolare urgenza in quanto il termine 

> per gli U.S.A. e a 30 mesi con recupero mediante una Petition e pagamento 

> una sovrattassa. 

> Cordiali saluti 
> 

> 

> > Messaggio originale 

> > Da: Barbara Ensoli [SMTP:ensoll@iss.it] 

> > Inviato: luned] 27 ottobre 2003 14.41 

> > A: Ng-roma; Gerii Anna 

> > Cc: Primiceri Maria Vittoria; Giovanni Cozzone 

> > Oggetto: PATENT PI (Rif. N&G: 2770PTWO/er) 

> > Priority: Alta 

> > 

> > Oggetto: Domanda di brevetto internazionale n. PCT/EP02/04303 del 



> > 



^ ^ Inventore: Dr. Barbara Ensoli - Rif. N&G: 2770PTWO/er 



> > 

> > 

> > 

> > 

> > Gent.le Dr. Gerll, 

> > 

> > 

> > 



> > Ad integrazione della ns. lettera del 30/9/2003 e a seguito delle 

> intercorse comunicazioni, si ribadlsce l> •> intenzlone a proseguire con 
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le 

> fasi nazionali inerenti il brevetto in oggetto. 

> > 

> > 

> > 

> > A tal fine, considerata l> '> urgenza e l> •> importanza di proseguire 
con 

> procedimenti di nazionalizzazione, si notifica nuovamente la designazione 
di 

> tutti i paesi riportati neila lista invlata con nostra autorizzazione a 

> procedere dei 30 Settembre c.a. (e lettera dei competenti uffici 

> amministrativl del 14/10/2003, Prot. N. 49602/RE67). 

> > 

> > 

> > 

> > Si richiede con urgenza alia N&G SpA l> '> indicazione dei costi 

> sostenibili per l> '> estensione alle fasi nazionali nei sottoelencati 
paesi 

> (attualmente non contemplati nei prospetto della N&G inviatoci ii 22 

> Settembre 2003): 

> > 

> > 

> > 

> > EP: Albania, Repubblica Ceca, Repubblica Slovacca, Romania, Slovenia, 

> Bulgaria, Estonia, Ungheria, l-atvia, Lituania, {Macedonia 

> > 

> > OAPI: Guinea Equatoriale, Guinea Bissau 

> > 

> > ARIPO: Mozambico, Sierra Leone, Zambia 

> > 

> > Altri: Turchia 

> > 

> > 

> > 

> > Si richiede gentilmente conferma della loro effettiva appartenenza ai 

> gruppi specificati nella lista da noi preventivamente invlata alia Vs. 

> attenzione 

> > 

> > 

> > 

> > In seconda istanza restiamo in attesa di un preventlvo analitico avendo 

> cura Che nella sua formuiazione siano riportate le seguenti specifiche: 

> > 

> > 

> > 

> > - Numero totale pagine del brevetto 

> > 

> > - Numero totale figure 
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> > 

> > - LIsta dei costi, con suddivislone degll oneri per > "> tasse 

> ufnclall> "> In: > "> costi traduzlone per fase> "> e > "> tasse per 

> fase> "> . 

> > 

> > 

> > 

> > Tale preventive dovrebbe essere formulato facendo riferlmento al 
prospetto 

> del paesi precedentemente da noi trasmesso e nuovamente alleato alia 

> presente. In merito ai punti sopraelencati glungera, alia Sua attenzlone, 

> ulterlore comunlcazlone del competenti ufFicI ammlnlstrativl. 

> > 

> > 

> > 

> > In attesa dl riscontro 

> > 

> > 

> > 

> > Cordlall saluti 

> > 

> > 

> > 

> > 

> > 

> > 

> > 

> > Serglampietri Paola 

> > 

> > Segreteria 

> > 

> > 

> > 

> > 

> > 

> > Dr. Barbara Ensoli 

> > 

> > Laboratorlo dl VIrologIa 

> > 

> > Istltuto Superlore dl Sanita 

> > 

> > V.le Reglna Elena, 299 

> > 

> > 000161 Roma 

> > 

> > Tel: +39-06-49903209 

> > 

> > Fax: +39-06-49903002 
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> > 

> > E-maii: ensoli@iss.it <mailto:ensoli@iss.it> 

> > << RIe: Fasi.naz.PI_EP02=04303.xls >> 
> 



Best Regards 
Sincerely, 

Giovanni Cozzone, CEO 

iittp : //www. iiel p-fina nee . com 

by BEI Sri. 

Via l^ontopoli, 4 

00199, Roma 

Tel: ++39.347.782.9440 
Fax: +39.06.233.231.988 
Email: vcnet@help-finance.com 



6/1 1/2003 

To: "RossettI Elisa" <e.rossetti@ngpatent.it> 
From: Cozzone Giovan Battista <cozzone@tin.it> 
Subject: Re: I: PATEIMT PI (Rif. N&G: 2770PTWO/er) 

Cc: "Dott.ssa Rosa Martoccia":dirgensa@iss.lt, monlca.nusca@iss.it;, BARBARA 

ENSOa <ensoli@iss.it>, Paola Sergiampietri <sgpietri@iss.it> 

Bcc: 

gentile Dott.ssa 

Ho gia Informato ISS clie ritengo opportuno utilizzare Pennie & Edmunds anche 
per questo caso e credo clie riceverete comunicazione a tal fine 
dairAmminlstrazione oggi. 

Cordiali Saluti 

Giovanni Cozzone 

Advisor del CdA in materia di strategla e gestione 
delle attivita brevettuali e Technology Transfer 
ISTTTUTO SUPERIORE DI SANITA' 
Tel: +39 347 782 9440 
Fax: +39 06 233 231 988 
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in^^tolt^f^"'*^ ^' P'"®!:®^®"^^ messagglo, Vi rammentlamo che siamo ancora 
in attesa di conoscere il nomlnativo dell'agente USA al quale spedlre rincarico 
per la fase nazlonale del suddetto caso- = i mtcanco 



Cordial! saluti 



Elisa RossettI 

NOTARBARTOLO & GERVASI 
Corso dl Porta Vittorla, 9 
20122 Milan (Italy) 



tel.+39 025417991 
fax+39 0254179920 
mallto: notage@ngpatent.it 
nriailto:e.rossetti@ngpatent.it 
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30/10/2003 

To: "Paola Sergiampietri" <sgpietri@iss.it>, "Dott.ssa 
Rosa Martoccia": dirgensa@iss.it, 

monica.nusca@iss.it;, BARBARA ENSOLI 

<ensoli@iss.it> 

From: Cozzone Giovan Battista <cozzone@tin.it> 
Subject: Re: PATENT PI (Rif. N&G: 2770PTWO/er) 
Cc: 
Bcc: 

As far as the last point is concerned, my advise is to 
entrust the U.S.A. national phase to Pennie & 
Edmunds. 
Giovanni Cozzone 



[ORIGINAL MESSAGE] 

From: Gerli Anna [mailto: a.gerli@ngpatent.it] 
Sent: Thursday 30**" of October 2003 15.43 
To: Barbara Ensoli 
Cc: Primiceri Maria Vittoria 

Object: R: PATENT PI (Ref. N&Q: 2770PTWOO/er) 

Priority: High 

Dear Doctor Sergiampietri, 

with reference to Your e-mail of the 27'* of this 
month, we wish to define precisely the following 
details: 
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1) we never received any letter dated 30/09/2003 from 
You, nor any following communications; 

2) on the 20"' of October we received the letter You 
indicated with the request of a more detailed 
estimate from Your Administrative Office; 

3) we received on the 23'^'* of October, via fax, the 
"Commission assignment contract" from Your 
Administrative Office; that being stated, we 
immediately began to work on the deposit for the 
national phases in the Countries You included in 
Your list. 

In this respect and with reference to Your e-mail 
of the 29-10-2003 addressed to Doctor Primiceri, 
we remind the following: 
l)the European Patent application (with expiry 
within 31 months) will be extended also to the 
following Countries: Albania, Rumania, Slovenia, 
Lithuania, Latvia, Macedonia; as far as the Czech 
Republic, the Slovenian Republic, Bulgaria, 
Estonia and Hungary are concerned, (with expiry 
within 31 months) we already instructed our 
correspondents to proceed; 

2) also Guinea Bissau and Equatorial Guinea belong 
to the OAPI Convention (expiry within 30 months); 

3) also Mozambique, Sierra Leon and Zambia belong 



to the ARIPO Convention (expiry 31 months); 
4) Turkey is not part of the European Convention 
(expiry 31 months). 

And finally, as far as the drafting of an analytical 
estimate is concerned, we beg You to wait until 
next week. 

We seize the opportunity to ask You to specify if 
we must rely on P&E's Patent Office for the 
deposit in the U.S.A., to whom You transferred the 
management of Your previous application (our ref. 
1345PTUS). 

We remind You that this subject is extremely 
urgent because the expiry for the U.S.A. is of 30 
months with a recovery through Petition and the 
payment of an additional tax. 
Yours sincerely. 



[ORIGINAL MESSAGE] 
From: Barbara Ensoli 

Sent: Monday, 27"* of October 2003 14.41 
To: Ng-roma; Gerli Anna 

Cc: Primiceri Maria Vittoria; Giovanni Cozzone 
Object: PATENT PI (Ref. N&G: 2770PTWOO/er) 
Priority: High 

Object: International patent application 



PCT/EP02/04303 of the 18/04/2002 

Inventor: Doctor Barbara Ensoli - Ref. N&G: 

2770PTWO/er 

Dear Doctor Gerii, 

As an integration to our letter of the 30/09/2003 and 
following the communications exchanged, we confirm 
our intention to proceed with the national phases 
concerning the patent in question. 

In this order, keeping in due consideration the 
urgency and the importance to pursue the 
nationalisation procedures, we deem it necessary to 
notify again the designation of all the countries 
reported in the list sent together with our 
authorisation to proceed of the 30"' of September of 
this year (and also the letter of the competent 
Administrative Office of the 14/10/2003, Reg. N. 
49602/RE67). 

N&G S.p.A. is urgently required to notify the costs 
expected for the extension of the national phases in 
the following countries (at present they are not 
included in N&G's report sent on the 22"** of 
September 2003). 

EP: Albania, Czech Republic, Slovak Republic, 
Rumania, Slovenia, Bulgaria, Estonia, Hungary, 
Latvia, Lithuania, Macedonia; 



OAPI: Equatorial Guinea, Guinea Bissau; 
ARIPO: Mozambique, Sierra Leon, Zambia; 
Others: Turkey. 

You are kindly requested to confirm their effective 
belonging to the groups specified in the list that we 
sent in advance to Your attention. 

We also await an analytical estimate in which you 
must include the following specifications: 

- total number of pages constituting the patent; 

- total number of figures; 

- list of costs, with the division of the costs in 
"official taxes" in: "translation costs per phase" 
and "phase costs". 

This estimate should be formulated with reference to 

the report to the report of the countries that we sent 

previously and enclosed again herein. 

As to the aforementioned points, the competent 

administrative office will send to Your attention 

further communications. 

Awaiting Your kind reply. 

Yours sincerely. 

Sergimpietri Paola 

SECRETARY 

Doctor Barbara Ensoli 

Laboratory of Virology 
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Istituto Superiore di Sanita 
V.la Regina Elena, 299 
00161 ROMA 
Tel.: + 39-06-49903209 
Fax: + 39-06-49903002 

E-mail: ensoli@iss.it [mailto: ensoli@iss.it] 
File: Nat. Phases PI_EP02 = 04303.xls 
Best regards 
Sincerely, 

Giovanni Cozzone, CEO 

http://www.help-finance.com 

by BEI Sri. 

Via Montopoli, 4 

00199, Rome 

Tel.: + 39.347.782.9440 

Fax: + 39.06.233.231.988 

Email: vcnet@help-finance.com 



6/1 1/2003 

To: "Rossetti Elisa" <e.rossetti@ngpatent.it> 
From: Cozzone Giovan Battista <cozzone@tin.it> 
Subject: Re: I: PATENT PI (Rif. N&G: 
2770PTWO/er) 

Cc: "Dott.ssa Rosa Martoccia":dirgensa@iss.it, 
monica.nusca@iss.it;, BARBARA ENSOLI 



6 




<ensoli@iss.it>, Paola Sergiampietri 

<sgpietri@iss.it> 

Bcc: 

Dear Doctor, 

I have already informed ISS that I deem the use of 
Pennie & Edmunds appropriate even in this case and I 
think that you will receive the communication 
concerning this subject from the Management today. 
Yours sincerely 
Giovanni Cozzone 

Advisor of the Board of Directors of strategy and 
management of the patent activities and Technology 
Transfer 

ISTITUTO SUPERIORE DI SANITA' 
Tel: +39 347 782 9440 
Fax: +39 06 233 231 988 



Following the previous message, we remind You that 
we are still awaiting the name of the agent in the 
U.S.A. to whom we must send the commission of the 
national phase of the aforementioned case. 
Yours sincerely. 
Elisa Rossetti 

NOTARBARTOLO & GERVASI 

Corso di Porta Vittoria, 9-20122 Milan (Italy) 
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Tel.: + 39.025417991-Fax: + 39. 02541179920 
mailto: notage@ngpatent.it 
mailto: e.rossetti@ngpatent.it 
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XRIBUNALE OI ROMA CRONOLOGICO 

5 P Q 7 

Ufficio Atti NntnH . Poriyio o Tr N ^ ' 

VERBALE Dl GIURAIMENTO Roma 
AckJi ....^.^..^QLIOO^... avanti al sottoscrlito Cancelliere 6 presente il IL COLlI^QniTC 
Signor: 

docuwento: ^T^A(T^.....^.{^.T.<;i. N. ^M.J^.o 893:9^^ 

ritesniato 6e. M.^ZCr...^^. ii .'ZQ^S^B^iUXtZ.... 

il qug>ie chiede di asseverate con giuramento il suestesb^tto;' lo 
Cancelliere, previe ammonizioni di legge, invito il compare>ife.'ai 
giuramento. che egli presta ripetendo: "Giuro di avere bene e fedelmente 
adempiuo airincarico affidatomi al solo scope di far conoscere. la verit&\ 
(betto, confermato e sottoscritto. 



II rUNZtONMHO 
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10^549958 
X17Rec'dPCT/PT0 15 SEP 21105 



DIREZIONE DEOU AFFARI AMMINISTRATIVl 
E DLLE RISORSE ECONOMICHE 



jc 

JC 



NOVEMPRE 2003 



VIALE F1EC3INA ELENA. 858 
TELaaBAfcM: ISnSAN ROMA 
TexFONO: Oe 48801 
Ta^PAx: Ca 483871 18 

Notarbaitolo & Gervasi S.p.A. 
Coiso di Porta Vittoria n. 9 
20122 MILANO 

e p.c. Dott.ssa Barbara Ensoli 
Laboratorio di Virologia 
Sede 



Oggetto: 



domanda di breyetto intemazionale n. PCT/EP02/04303 del 18.04.2002 
ftlnnSfi"^'* of inhibitors of protease of the Human 
^miodeficiency vm« (HIV) ..." - inventore: Dott.ssa Barbara 

Vs. Rif. 2770PTWO/er 



Si resta in attesa di un cortese cenno di liscontro. 

IL DIRETTORE /eGU AI^ARI Ai^fl^SITO^ 
EDELI^RBORSEfeCpNO^oir / 
(Dr.ssak.MiMABg)0CaA)-^ / 



ISTITUTO SUPERIORE DI SANITA» 

DIRECTION OF ADMINISTRATIVE AFFAIRS AND 

ECONOMIC RESOURCES 

00161 ROME, 6^" OF NOVEMBER 2003 

VIALE REGINA ELENA, 288 

TELEGRAMS: ISTISAN ROMA 

TELEPHONE: 06 48801 

FAX: 06 483871 18 

http://www.iss.it 

Notarbartolo & Gervasi S.p.A. 

Corso di Porta Vittoria n. 9 

20122 MILAN 

copy to Doctor Barbara Ensoli 
Laboratory of Virology 
Head Office 
N.: 53852/RE67 

REPLY TO THE NOTE OF THE: [...] 
N.: [...] 

ENCLOSURES: [...] 

OBJECT: International patent application n. 
PCT/EP02/04303 of the 18/04/2002 bearing the name: 
"Use of inhibitors of protease of the Human 
immunodeficiency virus (HIV) ..." - Inventor: Doctor 
Barbara Ensoli. 
Your Ref. 2770TWO/er. 



ISS STAMP 



STAMP 



With reference to the patent stated in the object, we 
notify that, in consideration of the information 
included in Doctor Gerli's e-mail dated 30.10.2003, 
this Institute, in accordance with Doctor Easoli's 
(inventor) determinations, states the following: 
"Notarbartolo & Gervasi S.p.a." will be entrusted 
with the starting of the national phases in the 
following Countries: European Patent (EP), Eurasian 
Patent (EA), ARIPO, Australia, Brazil, Canada, 
China, Cuba, Israel, Japan, Mexico, New Zealand, 

Poland, Singapore, Sri Lanka, Turkey. 

The commission concerning the nationalisation in the 

U.S.A. is not included because this Institute will 

entrust it directly to Pennie & Edmonds. 

Your office is kindly required to return, for 

acceptance, two duly signed copies of the document 

herein within three days from its receipt. 

We remind You that the two copies mentioned must 

be signed by the legal representative of the Company. 

Awaiting Your kind reply, 

THE DIRECTOR OF THE ADMINISTRATIVE 

AFFAIRS AND OF THE ECONOMIC RESOURCES 

[SIGNED] 
Doctor R. M. Martoccia 



T R I Aj nale i>i ro rjR 

Ufficio Atfi Notori - PtM-i yjc « •n <,.^t,^»} 
VERBALE Dl GIURAMENTO 
Addi ..XxlQ.}.j.2^3..... avanti at sottoscritlo Cancelliere k presente ii 
Signer: ...!aAjkAL<?....G.(A>J.V.J^;..». 

documentor .(;A.^JA...O.'ADA.^J;.I'i.) n ^< 'iHlo^D 

rttesciato da-..c:c?.h.f>.A/.<^...Oj...^/?.>?.ft , ii 

il quaie chiede di asseverate con giuramento il suesteso alto, lo 
Cancelliere, previe ammonizioni di iegge, invito il comparente al 
giuramento. che egli presta ripetendo: "Giuro di avere bene e fedelmente 
adempiuo ail'incarico affidatbmi al solo scope di far conoscere la verlt^". 
iLetto. confermato e sottoscritto. 




IL DIRETTOPF n» OAMCELLERJA 
(Giovanna Oion^) 





APOSTILLE 

Convention de la Haye du 5 octobre 1961 

REPUBBLICA ITALIANA 

II presonfo atto e state sottoscritto da AXS}(.^.(!fM/^...AL?..^MJSM^ 

Ayonte in qiialita di ^^^^S>.f^.^...M...!~:.ff.^E^,k.f.!^^^^ 

E Ecynato dal contrassegno/timbro...T[i™.^:.'!!!!^^^^^ 

ATTESTATO 

dalla Procura d^la^epubblica prcsso il Tribunate Ordinarlo di Roma 

in dat? 1..^?*. e sotto il N. 5!?.?./.^... del Reg. delle Apostllle 

con afglflp deU'Uflicio legalizzazioni. 




Don. Ferdinando Correale 




CRQNOLOGICO 

N.i)..3l5.5.. 

Romi'"?!^.?!!??... 
IL couAbcLatohe 




ilTj iO'549958 
JC17RecMPCT/PT0 15 SEP 20© 



JONES DAY 

222EAflT419TSrrRESr • NEW YORK. NEW YORK f0017>e702 
TELEPHONE: 212-32S-90W • FmCSmSLB: 2I2-7S9-7306 

March 1,2003 oiraei Number (219 ass-aaTS 

KranvanlouOJonaMliiyMn 

By E-mail 

OtarRrf.: 113404108-999 (CAM No. 406839^999008) 

Dr. Giovanni Cozzone 

Board Advisor for Infellectiial I¥operty & Technology Transfer 

Istituto SupCTioie Di Sanita 

Viale Regina Elena 299 

00161, Roma 

ITALY 

Re: Dr. Ensoli*s patent i^lications relating to: 



3. lDteiiiatiaiialAppUcationNo.PCT/EP02A)4303 

Tide: USE OF INHIBITORS OF THE PROTEASE OF THE 
HUMAN IMMUNODEHCIENCY VIRUS (HIV) TO 
BLOCK CELL MIGRATION AND/OR INVASION. TISSUE 
INFILTRATION AND OEDEMA FOR THE THERAPY OF 
DISEASES ASSOCIATED THEREWITH 
Ourref.: li: 



Dear Giovanni: 




TtU 



We are pleased to infonn you that we have received fiom Notarbartolo A Gervasi copies 
of their files in connection with ibe above-idatified international patent iqyplications by Dr. 
Ensoli. &iclosed is a copy of a Patent Report that lists the application information and 
corresponding file number for Dr. Ensoli*s patent applications. 

ATLANTA . BEUINO • BRUSSBI^ • CHICAGO • CLBVBl^ND • COLUMBUS • DALLAS • FRANKFURT • HOHO kS(^' ^^HoJaTOH 
IRVINB . LONDON • LOS ANOBLB8 • MADRID • MBNLO PARK • MILAN • MOSCOW • MUNICH • NBW DELHI • NEW YORK • PARIS 
PITTSBURGH • SAN OIEGO • SAN FRANCISCO • SHANGHAI • SINGAPORE • SYDNEY • TAIPEI • TOKYO • WASNINOTON 



m. 

f 

Dr. Giovanni Cozzone 
March 1.2005 
Page 2 



After reviewing the files for Dr. Ema^*s patem ^^plicadons in d^ail, we noted the 
following upcoming due dates: 




^ JOKES DAY 



NYJD: 1966199^ 



( c 

Dr. Giovanni Cozzone ^ «JONES DAY 

March 1.2005 

Pages 




NYJD: 1506199a 



Dr. Giovanni CozzoiiB ^ «JONES DAY 

March 1.200S 

Page4 



4^ 
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NYJD: 1566199^ 



Dr. Giovanni Cozzrae 
March 1.2005 
Pa^5 



«JOKES DAY 



4^ 



NYJD: 1566199J 



# 



4^ 




Dr. Giovanni Cozzooe «JQNES DAV 

March 1,20QS 

Paged 
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NYJD: 1566199J 



Dr. Giovaiiiii Cozzone ^ «JONES DAY 

Maidil.200S 

Page? 



NYJD: 1S66199^ 



Dr. Giovanni Cozzcne «JQNES DAY 

Maicfa 1,2005 

Pages 
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NYJD: 1566199^ 
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Dr. Giovanni Cozzrae <JONES DJ^ 

March 1.200S 
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NYJD: 1566199^ 



m # 
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Dr. Giovanni Cozzone ^ «JONES DAY 

March 1,20QS 
Page 10 




It is our understanding diat ns U.S. qiplication has been filed in connection wiA 
International Application No. PCT/EPQ2/043Q3. If this is not true, please kindly let us know the 
corresponding U.S. patent i^lication number. 



Enclosure 

cc: Dr. Barbara Ensoli 

Adriane M. Antler, Esq. 
Ann W. CSien, Esq. 



Sincoely, 

Margar^ B. Brivanlou 



NYJD: 1566199^ 
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Cozzone Giovan Battista <cozzone@tin.it> 




Cozzon e Gtovan Battlsta 
<f i <iif ium i @ll n .ii> 

03/28/2005 03:34 PM 



To "Adriane Antler" <amantler@JonesOay.com> 

cc carinct@iss.it, stefania.ceccarelli@i8s.it. Bart>ara Ensoli 
<ensoli@iss.it> 
Subject RE AFFIDATIVIT PI FOR USA 



Adriane 

as explained by phone, the fact that the subject patent was not filed in the USA along with all 
oAer national phases is the result of a fatal problem in communications with the administrative 
offices of the Italian NIH ( Istituto Superioie di Satutk or KS) . 

As evidenced by the documents ( email messages and letters from the administration of KS) and 
respecfave english translations, - to be shortly forwarded to you - 1 instructed ISS to inform their 
patent firm , Notaibanolo & Gervasi, who had been soliciting a response on die USA filing to 
appomt Jones Day ( at the time Pennie & Edmunds) as the US correspondent to handle the filing 

Thisdecision w^consistait with the previous one to appoint P&E to handle other patent cases 
for Dr. Ensoli gEDACTED ^ inventor for the subject case. 

ISS administration erroneously interpreted my instructions and instead asked Notarbartolo & 
Gervasi to file everywhere else except in the USA where - and this was the fatal error - KS 
would proceed to file directly. 

Even if doable, and I don't know if it is, this would have never been possible simply due to the 
fact that KS does not have an in house patent attorney who would be able to handle this. 

Unfortunately I was not copied in the instruction letter to Notarbartolo & Gervasi and learned of 



this situation only very recently from your status update on pending annuities and office actions. 

Please let me know if I should write an affidavit and if I should have my signature verified it in 
the US Embassy in Rome . 

Giovanni 




1 





